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TUESDAY, MAY 10, 1960 


U.S. SENATE, 
SUBCOMMITTEE ON ANTITRUST AND MONOPOLY, 
CoMMITTEE ON THE J UDICIARY, 
Washington, D.C. 

The subcommittee met, pursuant to recess, at 10:15 a.m., in the cau- 
cus room, Old Senate Office Building, Senator Philip A. Hart presid- 
ing. 

Present : Senators Hart and Hruska. 

Also present: Paul Rand Dixon, counsel and staff director; Peter N. 
Chumbris, counsel for the minority; Nicholas N. Kittrie, counsel for 
the minority; George E. Clifford, assistant counsel; Thomas C. Wil- 
liams, attorney; Dr. John M. Blair, chief economist; Dr. E. Wayles 
Browne, Jr., economist; Paul S. Green, editorial director; and Gladys 
E. Montier, clerk. 

Senator Harr. The committee will be in order. 

Senator Kefauver, the chairman of the subcommittee, has asked me 
to preside over the hearings this week which are on the subject gen- 
erally of trade names versus generic names. 

I would like at the outset to place this session of hearings in the 
perspective of the subcommittee’s broad inquiry into the drug indus- 
try. Thus far, hearings have been held on three specific product 
areas—steroid hormones, tranquilizers, and oral antidiabetics. To 
these will be added hearings on antibiotics later. 

These are the four principal types of drug products which have 
been developed since World War if In the aggregate they represent 
more than half of the total value of all ethical drugs. "They embrace 
most of the so-called wonder drugs which have contributed so much 
to the improvement of our national health. But it is concerning these 
same wonder drugs that the subcommittee has received the greatest 
number of complaints alleging unreasonably high prices, excessive 
promotion and advertising activities, monopoly control, and suppres- 
sion of small business. The subcommittee has also heard extensive 
testimony from Dr. Austin Smith, president of the Pharmaceutical 
Manufacturers Association. In addition to the noted specialists who 
have appeared in each of our product hearings, the subcommittee has 
heard testimony from a number of physicians who have special knowl- 
edge of the general problems with which we are dealing. 

As the hearings have progressed the question of possible remedies 
has come more and more to the fore. We have increasingly been con- 
fronted with the question, “What are you going to do about it?” The 
subcommittee has received a wide variety of suggestions for legisla- 
tive action, including such extreme proposals as Alireet regulation of 
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drug prices. But the proposal made with perhaps the greatest fre- 
quency is the writing of prescriptions in generic rather than trade 
names. By such a step, it is argued, whatever excessive prices and 
profits exist in the industry ad. automatically be corrected by the 
force of free competition. The suggestion has been made that doctors 
would have greater confidence in writing prescriptions on a generic 
name basis if a continuous inspection of drug plants were undertaken, 
similar to that carried on in the meatpacking industry. 

But this proposal for generic name prescriptions raises a whole 
series of technical and detailed questions on which we must obtain 
information before we could begin to consider drafting legislation. 
We need to obtain answers to such questions as: What does the term 
“generic name” really mean? How do products get their generic 
names? Is it true that consumers and other purchasing bodies can 
achieve substantial economies under generic name prescribing? What 
has been the experience of large buying organizations which operate 
on a generic name basis? Whiat is the manner of their operation? 
What of the safety factors? What steps need to be taken to assume 
adequate and acceptable quality of ne under generic name pre- 
scribing? What reasons are advanced against expanding generic 
name prescriptions? What activities have been carried on by private 
organizations opposing generic-name prescribing ? 

he hearings to be held this week will, I hope, provide some answers 

to these and many other related questions. If the subcommittee were 

to conclude that prescriptions should be written increasingly on a 

generis name basis, these hearings will, I trust, provide a saan factual 

asis for the drafting of carefully tailored and well-conceived legisla- 
tion. 

As far as I am concerned, the verdict remains open and conclusions 
should be withheld at least until this week’s hearings are closed. 

I am grateful that Senator Hruska, whose attendance since his ap- 
pointment to the subcommittee has been very constant, is able to join 
us this morning. I will inquire of him whether he would like to make 
an additional statement. 

Senator Hruska. Thank you, Senator Hart. 

I have no comment either on your statement or on this list of wit- 
nesses which has been furnished us. 

I do subscribe fully to the last paragraph of your statement, how- 
ever, in which you suggest and say on your behalf that the verdict 
remains open, at least until this week’s hearings are over, although I 
have an idea that even though the list of witnesses which we have pro- 
vided us for this week will not be all the witnesses that should be called 
on this very important facet of the current hearings. 

Senator Harr. As a matter of fact, Senator, the last sentence was 
added by me in longhand in the initial draft that was given to me. 

If it should develop that additional witnesses would enable us better 
to understand the problem that underlies these hearings, I will join 
with you in urging that they be called. 

Senator Hruska. I am sure you will, Senator. You have always 
exhibited that fairness and that objectivity. 

Senator Harr. Our opening witness is the dean of the School of 
Pharmacy, Oregon State College, Dr. Charles O. Wilson. 
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I should add that in addition to teaching and holding the deanship 
at Oregon State, the dean has had university appointments at George 
Washington, the University of Minnesota, and the University of 
Texas, and has been thoughtful enough to provide an additional bio- 
graphical summary which is sMiather! and will be made a part of the 
statement which the dean has prepared. 

(The biographical summary referred to may be found on p. 11862.) 

Senator Harr. You have prepared a statement, and we will wel- 
come your reading it in full or giving us such excerpts as you feel 
are appropriate. If there are additional comments that you wish to 
make, you may do so. 


STATEMENT OF CHARLES 0. WILSON, DEAN, SCHOOL OF PHARMACY, 
OREGON STATE COLLEGE, CORVALLIS, OREG. 


Dr. Witson. Thank you. 

It is my understanding that I would read my statement with inserts 
as I go along, if I have any other comments. My general point is to 
clarify the meaning of the words “generic name.” 

My name is Charles O. Wilson. I reside in Corvallis, Oreg., where 
I am dean of the school of pharmacy and professor of pharmaceutical 
chemistry at Oregon State College. I have attached to this statement 
a curriculum vitae briefly describing my education, experience, and 
publications. 

My education consists of a master’s degree in bacteriology; a Ph. D. 
in pharmacy with a minor in pharmacology, and a major in organic 
chemistry. 

I have been teaching in the field of inorganic and organic pharma- 
ceutical chemistry in colleges of pharmacy for 26 years. 

With other authors, I have had published three textbooks in the 
fields of inorganic and organic pharmaceutical chemistry. 

The subject of generic and brand names has been brought to my 
attention during the many years in which I presented talks on new 
medicinal agents before pharmacy seminars vliroebhiut the country. 
In 1956, Dr. T. E. Jones, of the University of Colorado, and I prepared 
the “American Drug Index.” This is published annually in Janua 
by J. B. Lippincott Co. It includes practically every medicinal cot 
uct used by physicians in the United States. The “American Drug 
Index” is extensively cross-indexed so that it provides a means of 
relating brand names, generic names, chemical names, synonyms, and 
product composition. 

These activities have brought to my attention the confusion, mis- 
representation, and lack of consistency which exists in the nomencla- 
ture of the medicinal agents used in the United States. 

A physician who is sincerely concerned with the composition of his 
prescriptions is often completely confused by the current nomenclature 
of pharmaceuticals. A pharmacist who really wants to know what he 
is dispensing and tries earnestly to understand the composition of 
pharmaceuticals is finding it very difficult. 

Each pharmaceutical company, agency, association, or organization 
concerned with publications catrying data an therapeutic agents has 
the legal right to use any name it chooses for almost any therapeutic 
agent. Authors of papers concerning pharmaceuticals use the name 
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which they happen to know. There is no agency nor law-enforcement 
body which controls nonproprietary (generic) names for medicinals. 
Freedom to use a wide choice of names and chemical nomenclature 
adds considerably to the difficulty of study in the health fields. 

Pharmaceutical names can be divided into three primary classes, 
with a fourth, less specific class : 

1. Brand name (always capitalized). 

2. Generic name (not capitalized). 

8. Chemical name (any chemical name). 

4, Other names or synonyms. 


BRAND NAME 


The brand name, or trademark name, is quite well understood by 
almost everyone in the health professions. Brand names are always 
capitalized and should be followed by a superscript®. The trade- 
mark relates to a commodity and is synonymous with brand or pro- 
prietary name. 

It includes any word, name, symbol, device, or any combination thereof 
adopted and used by a manufacturer or merchant to identify his goods and 
distinguish them from those manufactured or sold by others. 

(1) A trade name relates to a business, and is synonymous with the 
company name. 


GENERIC NAME 


A generic name, as used in the United States, was developed to sup- 
ply, for a compound, a term which may be used as the common name 
for the substance, and thereby to protect a brand name. 

The determination of a generic name started about 1900 in the 
medicinal field and became legally important because of a court case 
about 1911. At that time the American Medical Association intro- 
duced the generic name “epinephrine” for the compound trademarked 
Adrenalin. 

In 1917, the Federal Trade Commission required German synthetic 
drugs to have generic names: for example, phenobarbital for Luminal 
and barbital for Veronal. By 1920, most pharmaceutical firms started 
coining nonproprietary or generic names for use with their trade- 
marked names. 5 

The Federal Food, Drug, and Cosmetic Act of 1938 requires that the 
label of a drug shall bear the “common or usual name.” This common 
or usual name is interpreted by the Food and Drug Administration 
to mean the use of a chemical name of the drug, an accepted synonym, 
or a coined name now commonly referred to as the “generic name.” 

Senator Hruska. I think you read “common or unusual name.” The 
text we have shows “common or usual name.” Is the text wrong or did 
you mispronounce ? 

Dr. Witson. No; it is “common or usual name.” 

Senator Hruska. Thank you. Just to keep the record clear. 

Dr. Witson. I am sorry. 

_ Really, the word “generic” is a misnomer as used in the drug field; 
it does not describe a class or genus of drugs; it describes a single drug, 
The generic name is MODBPOpEHNATY, In this use, the generic name is 
the opposite of a more specific name, which is the trademark or brand 
name belonging to one sole owner. 
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Brand or trademark names have long been used and registered by 
copyright. However, by court ruling, some early brand names were 
“lost” and could, therefore, be used by anyone to designate the sub- 
stance. They thus became the generic name. Notable examples are 
aspirin, kerosene, nylon, linoleum, and cellophane. 

If a trademark or brand name becomes commonly used for the sub- 
stance; that is, if it becomes used as a generic name, the exclusive right 
of a manufacturer to that name is lost. The brand name becomes a 
generic name and falls into the public domain. 


PURPOSE 


Generic names were devised to prevent the loss of trademark or 
brand names. Also, it was thought to make identification easier for 
physicians, pharmacists, veterinarians, nurses, dentists, and others in 
health professions. 

Products suited to generic names are single compounds or their 
salts. To meet the requirements for a generic name, a product must 
be considered a complete or single chemical entity. 

Even weak chemical combinations such as aminophylline, bromal- 
eate (Neo-Parbrom, Central Pharmaceutical Co., and Neo-Bromth, 
Brayton Pharmaceutical Co.), dimenhydrinate (Dramamine, G. D. 
Searle & Co.), and pamabrom are suitable. The use of generic names 
has also been made to include botanical and animal extracts. 

It is never justifiable to provide a generic name for a mixture of 
pharmaceuticals. In addition, the same generic name should be used 
for all salts, dextro or levo forms, dosage forms, and other variations 
of the parent compound. However, with pharmaceuticals, there is 
no overall authority and then these courtesies are frequently ignored. 

A reality often overlooked in pharmaceutical nomenclature is that 
pharmaceuticals may come to have more than one generic name. A 
company merchandising a compound is not required by law to use any 
specific generic name. 

A number of drug products have been introduced with one generic 
name and then changed to another at a later date. Another point to 
remember is that the law does not require the use of a generic name. 
A chemical name, any chemical name, may be used. 

Several recently introduced products—Trancopal, Caytine, Syco- 
trol, Cantil—use only a chemical name as a reference. Even if a 
generic name is available, a brand name product may make reference 
only to a chemical name. 

The Food and Drug Administration states that— 
ordinarily the USP or NF name, or official synonym, is regarded as the common 
hame (generic name) of a drug. 

This means that if a USP or NF substance had two synonyms, three 
brand names of this substance could each refer to a different generic 
name. It does happen. 

In still another situation, a compound recognized by the USP, 
NF, or NNR(D) may be marketed by a brand name, but referred to 
only by a chemical name. The chemical name used does not have to 
be the same as that used in the USP, NF, or NNR(D). 

Senator Hruska. Doctor, could you designate for us the full names 
of those initials? 
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Dr. Wiutson. Yes, I will do that at the end of this paragraph. 
Senator Hruska. Very well. 

Dr. Wiuson. Situations such as these contribute to the difficulty in 
understanding the relationship of brand name products. 

I will take the liberty to make a comment of what the USP is, with- 
out ae on the u SP committee or Dr. Miller, who will testify 
on Friday. 

The United States Pharmacopoeia 15, a book of drug standards, was 
by the authority of the United States Pharmacopoeia Convention 
meeting in Washington, D.C., May 9 and 10, 1950. 

The composite roster of attendance included 358 delegates repre- 
senting 198 organizations and institutions. A 60-member committee 
of revision of the 1950-60 USP 15 was elected. This compendia, the 
USP 15, of therapeutic agents, was prepared under the direction of 
the USP committee. 

The NF refers to the National Formulary. It is published every 5 
ears by the American Pharmaceutical Association. The National 
ormulary is revised by the committee on national formulary under 

the direct authority and supervision of the council of the American 
Pharmaceutical Association. 

The purpose continues to be the establishment and publication of 
official drug standards. 

The administration of drugs to the NF has been based on thera- 
peutic value and upon the extent of use. 

The NND, previously referred to as the NNR, the New and Non- 
official Drugs, is an annual publication of the council on drugs of the 
American Medical Association, containing descriptions of drugs eval- 
uated on the basis of available laboratory and clinical evidence. Its 
scope comprises agents proposed for use in or on the human body for 
the diagnosis, prevention or the treatment of disease, whether or not 
their usefulness has been definitely established. 

Continuing with the paper: ° 


SELECTION 


The selection of a generic name usually originates with the producer 
of the substance, the formulator, the American Medical Association’s 
council on drugs, the Food and Drug Administration, USP, NF, or 
the World Health Organization. 

Each agency may select a generic name of its own choosing. There 
is some cooperation among these agencies in selecting a generic name. 
Despite the importance of generic names, all agencies other than the 
original producer of the therapeutic agent have very little part in 
their selection. This is explained by the fact that the generic name of 
a new drug is generally picked quite early during the clinical trial 
before marketing. 

I noted an example just recently in the April convention of the 
American Chemical Society, a new antihistamine was reported upon. 
It is now in clinical trial. The generic name has been given at this 
time, dimethpyrindene, and a brand name, of course, is already sup- 
plied for it. 

Now this product was just reported last month. It has been used in 
clinical trial. Yet, the generic name is already selected. 
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The Food and Drug Administration points out: 


There is no specific requirement in the law that a manufacturer of a new drug 
select a generic name for it. : 

Usually, however, the Food and Drug Administration does not 
participate and knows of the generic name only after advertising has 
started. A communication received from the Food and Drug Ad- 
ministration on this point states: 

Our only official interest in the selection of a generic name is that it not be 
misleading as to the nature of a product and not lead to confusion of one product 
with another. 

The American Medical Association will cooperate only if asked by 
the company, or in conjunction with their New and Nonofficial Drugs 
or with advertising in one of its journals. In the large majority of 
the cases, the producer—pharmaceutical manufacturer—determines 
the generic name. 

en the American Medical Association considers a name for their 
new and nonoflicial drugs, it often selects a generic name different from 
that which was originally used, thus adding to the confusion. I have 
examples later in the paper. 

The manufacturer does not have to use this new generic name 
selected by the NND. Experience has demonstrated that the Ameri- 
can Medical Association or the USP have taken very little part in 
determining generic names and in all fairness, I must say that both 
organizations are virtually powerless to influence the selection of less 
lengthy and less unwieldly names. 

In the determination of a generic name there are two approaches: 
that of the manufacturer who has a brand name to protect, and that 
of the World Health Organization and other associations such as the 
American Medical Association, United States Pharmacopoeial Com- 
mission and the National Formulary committees. 

Observations of most generic names in use would lead us to be- 
lieve that manufacturers must have a set of guides for selecting a 
generic name. Some thinking on the subject used by the manufac- 
turers is expressed by Paul G. Stecker in the Journal of Chemical 
Education. My observations would lead me to believe that manu- 
facturers’ guides might read something like this: 

1. No suggestion as to the chemical formula. 

2. No suggestion as to the use of the compound. 

3. No relationship to the brand name. 

4, Usually have name composed of several syllables. 

5. Best if name is long and awkward. 

6. Name should be reasonably difficult to pronounce. 

7. Name should not be as “catchy” as the registered proprietary 
name. 

8. Name should not be conducive to memorization. 

9. Spelling of the name should not be too easy. 

10. If similar molecules have a generic name, the generic name for 
this one should be different. 

11. Even if a common name for the substance already exists, a new 
generic name might be advantageous. 

12. When a generic name is available for a compound in the racemic 
or d—1 form, a different generic name might be used for dextro or levo 
forms; for example, chlorpheniramine, amphetamine. 
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Senator Hruska. Doctor, at that point your statement is that man- 
ufacturers’ guides might read something like this. Is it your idea 
that this is the way they should—that you would like to have it read 
this way; or is it that you feel that manufacturers do conceive of them 
inthis way? Just what does that word “might” mean ? 

Dr. Witson. Here I am just referring to.my _ observations. 
Whether generic names should be as they are, I think, is for someone 
else to determine. 

Senator Hruska. Is it your implication in this statement that man- 
ufacturers do govern themselves in the selection of generic names by 
these 12 points? 

Dr. Wixson. After one studies and reads generic names, you come 
to some conclusion that they are most difficult. 

Senator Hruska. But you are going beyond that, it seems to me. 

In reading these guides you are going beyond that and reading 
into—you look at the conclusion the man has arrived at and then 
you back up and imply that the manufacturers make a conscious ef- 
fort to follow these guides in arriving at that conclusion. 

Am I correct in suggesting that implication on your part? 

Dr. Witson. I would say it looks that way ; yes. 

Senator Hruska. So your idea is that the manufacturers purposely 
try to make them difficult to pronounce? 

Dr. Witson. I wouldn’t use the word “purposely.” I would say 
this is the way it comes out, and when one studies them as a teacher-—— 

Senator Hruska. That is what I am getting at. 

Dr. Witson. And as a pharmacist, it appears that they could be 
simplified. 

Senator Hruska. And don’t do something about it? 

Dr. Witson. Well, there isn’t anything being done about it; I will 
put it that way. 

Now some generic names do come up quite nicely. Others come up 
that I have difficulty pronouncing myself. 

Senator Hruska. It is your idea that in those instances it can be in 
each instance avoided and that they can make a simple name out of 
some of the very complex chemical compounds and complex generic 
names, a chart of which we have had here from time to time, and we 
have asked various witnesses in specific instances to give us a simpler 
name. 

Many authoritative witnesses have stated : “We can’t.” 

Dr. Wison. I am convinced that if a committee was formed by 
the USP, the NF, the AMA, and the World Health Organization, say, 
two or three representatives of those groups could get together and 
work out a nomenclature system—by the way there has been a good 
nomenclature system published within the last 6 months out of Eng- 
land, the Donomen system. Two papers have been on it, and it sounds 
very logical (American Perfumer, p. 34, February 1960). 

Senator Hruska. You are getting to that later in your statement? 

Dr. Wirson. I am not mentioning that. I am saying, if a com- 
mittee were formulated to do this job in a systematic way, I believe 
there could be some logical system developed. 

Senator Hruska. That is fine, and T think that is a constructive 
suggestion. 
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But what I am trying to get at is whether you are charging that 
there is a conscious effort on the part of manufacturers to arrive at 
the results which they do arrive at by resorting to these 12 guides 
which you set out in the paper. 

Dr. Wiison. I wouldn’t say it was a conscious approach, because 
I have no reason to say that. 

Senator Hruska. You say, “The manufacturers’ guides might read 
something like this.” 

Dr. Witson. That is right. After you study a couple of hundred 
or thousand generic names, you come on the conclusion that they are 
a little more complicated than if I made them out myself. , 

Senator Hruska. I see. So that using somebody else’s ideas on it 
might be a little different than yours, might they not? 

Dr. Witson. Yes, 

Senator Hruska. And the result they arrive at might be different 
than yours; and if your interpretation would use only 15 syllables 
and somebody else would use 18 syllables in a given word, then you 
would feel that yours is simpler than his, would you not? 

Dr. Wurson. Yes. 

Senator Hruska. You would. But the point is: When you say the 
manufacturers’ guide might read something like this, that they don’t 
want to make any suggestion as to the use of the compound, they 
don’t want any relationship to the brand name, they want the name 
to be long and awkward and so on, is that the impression you want 
to convey to the committee and to the Senate? 

Dr. Witson. Well, I will put it another way. There have been a 
few papers written by linguists on the selection of good names. 

There are people who specialize in reading and memorization 
techniques who know that if you have certain syllables—particularly 
a three-syllable word is the easiest to remember, because it sing-songs, 
la-la-la-la; and a one-syllable word is easy. 

If you get the syllables in that sing-song manner—and I could 
name you some—they are easy to remember. 

Senator Hruska. That is self-evident. 

Dr. Witson. Now, if that same line of reasoning were applied to 
generic names, you wouldn’t come up with this list. 

Senator Hruska. Except if there is no alternative by way of com- 
plying with certain guides they may lay down; namely, something 
that is descriptive, something that would enable one to get a sug- 
gestion as to the component parts, something that would give a sug- 
gestion as to use of the compound and so on. 

Maybe there are certain things that they strive for and the result 
of those things is the conclusion they reach, not for these purposes. 

I find it difficult in my own mind, Doctor, to think that a manu- 
facturer would sit down and deliberately try to devise a word that 
would not suggest—avoid the suggestion as to the use, and that would 
have deliberately no relationship to the brand name, and all these 
other things; strive consciously to get a long and awkward and un- 
pronounceable name and so on. 

_I would still like to ask you whether or not that is the implica- 
tion you want to leave with this committee; that there is that con- 
scious steivinig on the part of the manufacturers in arriving at these 
names # 
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Dr. Witson. Well, let’s take No. 1: 


No suggestion as to the chemical formula. 


Except in rare cases that is true. You can probably tell it is in 
some class, but you would have a very nebulous chance. 


No suggestion as to the use of the compound. 


I might point out that that is part of the law. You can’t call a 
compound and indicate it by name what it is going to be used for. 
The Food and Drug Administration prevents that. 

Senator Hruska. Then why do you put that in there? If they are 
required by law, what is the purpose of that? 

r. Witson. That got in there without intent, frankly. 

Senator Hruska. Sir? 

Dr. Wuson. That got in there without intent, actually. I am 
Sorry. 

Senator Hruska. You would rather delete it? 

Dr. Wixson. I would prefer that to be deleted because it is a law 
of prevention. You couldn’t do it, if you wanted to. 

Senator Hruska. Very well. 

Dr. Wuson. Now, No. 3 is obvious. I mean if a person has a 
brand name, you naturally wouldn’t have another name confused with 
it. I mean that is just—— 

Senator Hruska. If you had a brand name and a generic name 
that were the same, there would be no use of having a generic name? 

Dr. Wutson. That is true. 

Senator Hruska. Would you want to delete that one, too? 

Dr. Wuson. No, because i think that would be a rule in making it 
up. You would naturally follow that rule, so you would have it. 

Sentaor Hruska. So, again, it is something that the manufacturer 
would not avoid ? 

Dr. Witson. You would naturally do that. 

Senator Hruska. It has to be done? 

Dr. Wiuson. Surely. 

Senator Hruska. So there is no special purpose in putting that in 
there, is there? 

Dr. Witson. Well, it is a guide. If you are going to tell someone 
to make a name up, you would tell him, naturally, to avoid similarity. 

Senator Hruska. But it is something that cannot be avoided in any 
event. There has to be a difference. 

Dr. Wizson. There has to be a difference if the company so wishes. 
There is nothing to prevent you from having the generic name the 
same as your brand name or close to it, if you wanted to; but it just 
wouldn’t be good sense. 

Senator Hruska. All right. 

Dr. Wizson. Now, the other ones have developed—well, I would 
say they have sort of grown up like Topsy. 

Senator Hruska. Take No. 4: 


Usually have name composed of several syllables. 


Now, it is noted that even in here most of your words have more 
than one syllable. Can we evince some nomenclature that would 
have only monosyllabic generic names? Do you think it is possible? 

Dr. Wirson. I think it is possible to have syllables roll together 
a little more easily pronounceable than some that you find. 
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Senator Hruska. Is it possible to get very far in our English lan- 
guage without getting into polysyllabic words? 

Dr. Wirson. Well, I believe we might put in the words there “dif- 
ficult or syllables that do not go together well.” 

Senator Hruska. Well, that is in the next point. I am talking 
about several syllables now. That is in the next point where you have 
difficulty to pronounce and long and awkward names. But I mean 
the several syllable words. 

Dr. Wixson. In the area of generic names, I would say there is lots 
of room for one- and two-syllable words that haven’t even been used. 

Senator Hruska. And in what percentage of the names that occur 
to you could that happen: 1 percent, 2 percent ? 

r. Witson. A small number. 

Senator Hruska. A small number. 

Dr. Witson. But they haven’t even been used. 

Senator Hruska. So that when they go into several syllable words, 
it is probably not because they choose to, but it is because the way our 
language is made, isn’t it? Why should you poke fun at the manu- 
facturers for using polysyllabic words when that is the way we do 
business? That is the way we talk. Normally, we do that in every- 
day conversation, 

ould you want to deny the manufacturers the right to use some- 
thing in a technical field that we use in everyday, ordinary conversa- 
tion and usage? 

Dr. Witson. No, I am not denying them the use of syllables. That 
iskind of silly. But I am pointing out that they can be simplified. 

Senator Hruska. Very well, except if you are going to simplify 
it, one of your tests is the avoidance of using polysyllabic words. 
a is probably a test that would be very difficult to achieve, wouldn’t 
it 

Dr. Witson. No, I don’t think so. 

Senator Hruska. You don’t think so? 

Dr. Wixson. No, sir. 

Senator Hruska. Well, perhaps we can submit later to you a list of 
names which are polysyllabic in character and ask you to reduce them 
to monosyllabic words, and see how it works out, 

Dr. Wuson. Fine, I would like to try it. 

Senator Hruska. Now, what about No. 5? Is it your idea that 
manufacturers consciously strive for long and awkward names? 

Dr. Wison. If you read the U.S.P. or the N.N.D., I would like to 
see your observation on it. I bet you can’t pronounce half of them. 

Senator Hruska. I am sure that is right, and I have referred to it 
from time to time, but that doesn’t mean that they consciously strive 
to arrive at such names, does it, for the purpose of confusing and for 
the purpose of confounding ? 

Dr. Witson. I didn’t point out any purpose, I just said this is the 
way itis. 

Senator Hruska. I understand. 

Dr. Wirson. And I think it can be simplified. 

Senator Hruska. I am trying to get at the implication. If you 
want to negative that implication, I would be very happy because then 
it would take the sting out of this, which obviously, standing alone, 
would indicate that you are suggesting and implying that the manu- 
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facturers consciously, purposely, and for the purpose of confusing, 
through all these 12 steps, to arrive at those long words which nobody 
can pronounce. 
Dr. Witson. Well, when I finish the paper, I will talk to you again 
about it. Wait until I get through snd see if your mind is changed 


any. 

Seabee Hruska. I have read your statement and I know just 
about what you are going to say. I don’t understand a lot of it, but 
then let’s get to No. 7. 


Name should not be as “catchy” as the registered proprietary name. 


That definitely implies a subjective effort to try to get something 
that doesn’t connote—that is not quite as colorful as something else. 

Dr. Wison. I agree with that. Any company parte a product 
on the market would be defeating its own purpose if it put out a com- 
petitively recognized name. That is not for, against, or critical, or 
anything. That is just an obvious rule. 

Senator Hruska. But you are referring there to their own pro- 
prietary name, are you not? 

Dr. Wiuson. Yes, sir. 

Senator Hruska. Not to somebody else’s? 

Dr. Wirson. Yes, if they have a brand name, you naturally would, 
to protect it and to make it more salable, you would not put a generic 
name with it that was a better name. That is not critical. That is 
just common sense. 

Senator Hruska. In my own mind, it is critical because it implies— 
the implication is that there is an effort made to get a registered pro- 
prietary name that is catchy and then to go all over the lot and try 
to find something by way of a generic name that will not be catchy, 
and for purposes ulterior in motive. 

Dr. Wuson. I won’t say it is ulterior in motive, but I will say that 
that is what takes place. . 

Senator Hruska. That is saying “yes” and “no” at the same time 
to the same question. And the same is true of the next one, that the 
“name should not be conducive to memorization.” 

You think the manufacturers actually strive to get a name that 
cannot be memorized? Is that your idea? 

Dr. Wuson. I will say “yes” to that., 

Senator Hruska. You will say “yes” to that. Just so we under- 
stand each other, so you start out by your saying “no,” and now you 
say “yes” to an effort to the manufacturer. And the spelling of the 
name should not be téo easy. You say you will get to some of these 
later in your statement? 

Dr. Wirson. Yes, sir. 

Senator Hruska. Okay. 

Dr. Wirson. On the other hand, the approach used by associations 
is indicated by the guides drawn up in 1947 by the Council on Drugs 
of the American Medical Association, the committee on pesticides, 
and the Government group, Interdepartmental Committee on Pest 
Control. (It is interesting to note that very little has been done in 
the pharmaceutical field about the control of generic names.) Pro- 
posals for a generic name for a pesticide may be initiated by manu- 
facturers, formulators, distributors, or recognized noncommercial 
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organizations interested in the proper utilization of the substance. 
The final selection is based on cooperative consideration by the var- 
ious industrial, scientific, and professional organizations which share 
a common interest in the employment of a pesticide. Some of these 
guides are: 

1. Name should not conflict with other generic brand names. 

2. Name should be short. 

3. Name should be distinctive. 

4. Name should be easily spelled. 

5. Name should conform to accepted scientific terminology when- 
ever possible. 

6. Name should apply to the pure, basic chemical in order to avoid 
multiple and dissimilar names for salts, esters, isomers, homologues, 
dosage forms, and other variations of the parent compound. These 
latter variations should use the original generic name as a basis for 
developing new generic names. 

Senator Hruska. Doctor, you recite these guides. Is it your ob- 
servation that in the field of pesticides, these guides are achieved and 
they are obtained, or is it simply a direction in which they are going? 

Dr. Wixson. These guides, by the way, are not well known. These 
are printed in the Government bulletin and also by the AMA as 
guides for selecting names in the area of pesticides and their names are 
pronounceable and they are simple. 

Senator Hruska. They are simple, short, and easily spelled. 

Dr. Wirson. Yes, Senator Hruska. 

Senator Hruska. In the field of pesticides. 

Dr. Wirson. Looking at a list of their substances, you can recognize 
simpler situations all the way along. 

ore than one generic name: In the field of pharmaceuticals one 
of the disturbing things is the use of more than one generic name for 


the same compound. In this connection, the Food and Drug Admin- 
istration states that: 


Ordinarily the U.S.P. or N.F. name or official synonym, is regarded as the 
common name (generic name) of a drug. 

The Food and Drug Administration cannot insist on the use of any 
specific generic name. In many cases a brand name product may make 
reference to any one of several “generic” names which are available. 

I don’t know whether I can sell this or not, but the idea of a generic 
name, there isn’t any such thing, so that as we have gone historically 
through pharmaceuticals, there have been several so-called generic 
names for the same chemical substance. 

This following list shows that there are several generic names used, 
available on the American market for the same chemical substance. 
Let us look at the first one. 

Pheniramine maleate N.F., N.N.D. 1960. This name was developed 
about 1954-55. But originally the name was prophenpyridamine 
maleate, N.N.R. 1950, so that at the present time we have brand name 
products, formulated products in the market, and as this particular 
chemical molecule is in these products, they may refer to the generic 
name pheniramine maleate, or on the other hand they will refer to the 
generic name phophenpyridamine maleate. Soa physician or phar- 
macist, must be acquainted with both of these names. 








11506 ADMINISTERED PRICES 





Let us take the next case, chlorpheniramine maleate U.S.P., N.N.D. 
1960. When this was introduced on the market by the Schering Corp. 
under the brand name, the generic name in 1952 was chlorprophen- 
pyridamine maleate. As time has gone on about 1954-1955 the N.N.D. 
changed the name to Chlorpheniramine, which still exists in the 
N.N.D. So that these two generic names are available and are used 
when the chemical compound is used in a pharmaceutical. 

Let’s look at the next one: methapyrilene hydrochloride U.S.P. 
Currently Abbott Laboratories put this antihistamine on the market 
under the brand name Thenylene. On their product they refer to it as 
containing methapyrilene hydrochloride. 

Let us look at the next name, thenylpyramine. Lilly & Co. puts 
antihistamine on the market called Histadyl, and on their label they 
refer to it as containing thenylpyramine hydrochloride. So it is 
necessary for the user, the physician, or the pharmacist to know both 
of their generic names, to recognize that each product contains this 
chemical compound. : 

An interesting one is the next one, pyrilamine maleate U.S.P., 
N.N.D. 1960. Way back in 1950 the N.N.D. had this official or recog- 
nized generic name as pyranisamine maleate. Well, we still see pyr- 
anisamine maleate on the labels and on the advertising of pharma- 
ceuticals that contain this chemical compound. Yet pyrilamine mal- 
eate is the U.S.P. title. So I ask you what is the generic name? 

Three other names are also floating around on pharmaceuticals, 
pyraminyl maleate, pyranilamine maleate, and anisopyradamine mal- 
eate. So here a physician or pharmacist must have five names at his 
command to recognize the same chemical compound. 

Senator Hruska. Doctor, in all of those you have so far discussed, 
maleate is common in all of the terms. Can you explain a little bit 
about that? 

Dr. Wizson. The maleate is the salt-forming acid such as sulfate 
and hydrochloride. That really has‘practically nothing to do with the 
activity. The maleate is the salt form to make it a crystalline prod- 
uct, crystalline. 

Senator Hruska. Crystalline as it were? 

Dr. Witson. Yes, I will go for that. 

Senator Hruska. In nonlayman’s language. 

Dr. Wiuson. Yes. ’ 

Senator Harr. Doctor, for a clearer understanding, I had the im- 
pression that the manufacturer developed and assigned the generic 
name. You commented on the second of these drugs that the N.N.D., 
and at one point the N.N.R., changed or assigned a name. For the 
record again, could you briefly state who develops and assigns the 
generic name? 

Dr, Wirson. I would prefer to answer that after my paper, but 
I can tell you part of it at this point. 

Let’s go bate 66 the first one. When Schering first put Chlor-Trim- 
eton on the market, to my knowledge they originated chlorprophen- 
pyridamine maleate as the generic name. I say I assume they devel- 
oped this generic name. I am not positive. 


But anyway they used that generic name with their Chlor-Trimeton 
product. 
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Then along about 1954-55 the N.N.D. decided to use it in their 
printed booklet every year, so the committee or council of drugs, they 
decided to change the generic name, and so they selected chlorphen- 
iramine, and so they used chlorpheniramine as their recognized title 
for the monograph on this chemical substance. 

So they changed it at their own will without asking anyone. I 
think when I finish my paper your answer will be clearer than it is 
at the moment. 

Senator Harr. Thank you. 

Dr. Wixson. An interesting one is at the bottom of page 9 in that 
this one is not recognized as you notice by USP—N.F. or N.N.D. 
This is what we call an open pharmaceutical agent, no standards. 

Diacetylhydroxyphenylisatin. For those of you who are interested, 
this is the active ingredient in prunes. 

Acetophenolisatin is a generic name, acetylphenylisatin, diacetoxy- 
SS, phenylisatin, bis—aoetoxyphenyl—oxindol—Pralet~— 

iacetylhydroxyphenyloxindol, diacetyldioxyphenylisatin. 

If you will wrestle your way through pharmaceuticals, this is a 
very widely used chemical entity, and you will find this product and 
that product referring to all these generic names, so you would have 
to have eight names at your command to know that you are dealing 
with the same compound. This is all legal, too. 

Let’s look at a very simple one in the middle of page 10, aminoacetic 
acid, N.F. That is one of the simplest amino acids in connection with 
proteins. 

We see companies referring to it by the aminoacetic acid, N.F., 
which would probably be the better or the best generic name, but yet 
we have two other so-called synonyms, atveneell and the very well 
oo glycine. All three of these are used in pharmaceutical formu- 
ations. 

The very last one I will just go over on page 12. This again is a 
very popular analgesic today. 

Acetaminophen is a generic name that came out just very recently. 
It isn’t more than 3 years old, and it is used quite a bit. But yet we 
have the chemical name N-acetyl-p-aminophenol, aan 
nol, acetylaminophenol, N-p-hydroxylacetamide, p-hydroxyacetenilid, 
APAP, paracetamol. These are all used as generic names for the 
same chemical substance. 

Senator Harr. Doctor, what strange character suggested that we 
describe this one as APAP? 

Dr. Wirson. Acetyl-p-aminophenol. It takes the initials from it. 

Senator Harr. Apparently somebody thought it would be possible 
to understand a four-letter word. 

Dr. Witson. There are exceptions to everything. 

Selection of generic name: 

In the selection of generic name for related compounds, many 
times there is no attempt in the generic name to express this relation- 
ship. In other words, if you have two compounds that differ only by 
a hight modification, sometimes there is no attempt to show this rela- 
tionship. In some cases there is a good relationship between two 
chemical compounds. 

Some examples of what I call a good generic name relationship ; 
examples of good generic name correlation : 
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A. Differ only by a methyl (CH;-) group— 

1. benzethonium chloride. 

2, methylbenzthonium chloride. 
B. Differ only by an atom of bromine— 

1. diphenhydramine—Benadryl—Parke, Davis— 

2. bromidiphenhydramine—Ambrodryl—Parke, Davis— 
Right away you can see the relationship. 
Senator Hruska. How would you shorten that—bromidiphen- 
hydramine? How would that be shortened and made something that 
could be memorized, something that would have very few syllables 
and would be understandable and pronounceable? Is there a way? 

Dr. Wiuson. Yes, there is. I would say we are a little short this 
morning to go into this extensively, but 1 still claim that if a com- 
mittee widely representing the industry, of 7 or 10 members, would 
sit down systematically, that some good would come from it. I 
wouldn’t want to offhand guess something this morning. 

Senator Hruska. I wouldn’t want to put you up against that. I 
know it is not a simple problem. 

But when one considers such words as “bromo,” I imagine that means 
something; hydramine means something. Now, how you can get 
those two words and those two concepts into something that would be 
one or two syllables is kind of mystifying to me. 

If it can be done, maybe by resort to APAP, perhaps, as Senator 
Hart suggested—maybe that would be the answer. But I am just 
wondering how it can be done in the very component parts of the whole 
word where there are these different concepts, each of which has these 
several syllables. 

How do you go about it ? 

Dr. Wuson. It is a little complicated to start out with you on this 
this morning, but I believe my colleagues in the pharmaceutical field 
would agree with me. 

Senator Hruska. I agree with you, the result is outlandish, but 
what I am trying to get at is: If thére is a criticism, perhaps we ought 
to have some concrete way of getting out of it rather than simply say- 
ing “this is bad, let’s get something new.” 

Is this something new that will satisfy these guidelines that you pre- 
fer and that you refer to in the case of the pesticides? Is it avail- 
able? Is there something practical that can be substituted that would 
still tell the story ? . 

Dr. Wutson. Nothing now. That is why I am here, to see if we 
can’t get something. 

Senator Harr. Before we leave the drug which includes the syllable 
bromo, that Senator Hruska was wrestled with, speaking as laymen, 
we think that bromo means something, and that hydramine means 
something. Does that full name suggest any more that is helpful to 
the pharmacist than Ambodryl, the trade name that is given to the 
same drug? 

Dr. Witson. In this particular case, of course, you can’t believe it. 
I can show you generic names that have bromo in them and other 
such syllables that have no relationship to what you might think. Like 
in this case when I tell you that it contains feauhuioes and then the 
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generic name starts out with bromo, sure, bromo means it contains 
bromine. But I will show you compounds, I will show you generic 
names with the syllable chloro in them, where there isn’t any chlorine 
in the molecule at all. 

So that the thing is so unreliable that any pharmacist that would 
come to conclusions that this contains bromine because there is bromo 
in the generic name is on thin ice. 

Senator Hruska. Would you say that is an argument for the dele- 
tion of the requirement for prescribing a generic name in each in- 
stance? If it means nothing, it is misleading, there is no purpose 
except to confuse; would you advocate that the requirement of a 
generic name be stricken, 

Dr. Wirson. Well, a generic name doesn’t describe anything more 
than your name describes you. 

Senator Hruska. That is what I mean. 

Dr. Wirson. That is right. 

Senator Hruska. If that is true, does the requirement of a generic 
name serve any purpose ¢ 

Dr. Wixson. As I vaguely understand it, not being a lawyer, that 
the reason for generic names was instituted ‘when, in 1911, there was a 
court case in which a brand name product was bandied around so 
commonly that the company lost its brand name, the results of which 
said that if a common name could be provided for this substance, that 
could be used in communications, then the brand name would have 
been protected. 

And by 1920, roughly, most pharmaceutical companies began to use 
a coined generic name to protect their brand name, because of this 
legal ruling. I could be wrong on that. 

Senator Hruska. And it is.that which you feel furnished the justi- 
fication for the continued requirement of a generic name? 

Dr. Witson. Yes. 

Senator Hruska. Because of that 1911 court case. 

Dr. Witson. And then the thing was supported a little bit in 1938. 
The Food and Drug Act came in with its statement of the use of the 
common name, the synonym or a chemical name. So you have three 
choices now. 

Some industries use the generic name, and, as I will point out later, 
we have numerous brand names on the market that refer only to a 
chemical name. A generic name never has been coined for them. You 
just do not have a name for it. 

Mr. Drxon. As a pharmacist, Doctor, where you have several syn- 
onyms for the same generic name, should a prescription be written 
in either one of those synonyms? Could not a pharmacist fill the pre- 
scription with either one of the synonym descriptions for the generic 
product ? 

Dr. Witson. Well, you mean if the prescription is written using 
the synonym name? 

Mr. Dixon. Yes. On page 12 you have a generic name at the top 
of the page. 
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Dr. Witson. Yes, sir. 

Mr. Drxon. There you say it has been described in seven different 
ways. 

Dr. Wuson. It is not described. 

Mr. Drxon. These are all generic names. 

Dr. Wirson. And they all have the same standing if we can use the 
word as the top one, Acetaminophen. I merely used the top one as 
probably the biggest one of the group, the most usable one. 

Mr. Drxon. Then you understand my point. 

Senator Hruska. You mean the one in capital letters 4 

Dr. Wuson. The one in capital letters just happens to be the one 
that is used most frequently. 

Senator Hruska. When you say the top one, you mean the one in 
capital letters? 

r. Witson. Yes, sir. 

Mr. Drxon. That is my point. The name in capital letters and the 
names that appear under it stand for the same drug. 

Dr. Wuson. They all have equal standing as far as the generic 
name is concerned. 

Mr. Drxon. So if a prescription were given to a pharmacist with 
either one of those names on it, he mad be free to fill it with any 


drug, no matter what the trade name was, that consisted of this 
generic product, would he not? 

Dr. Wuzson. I think you would get into trouble right there a little 
bit. Yes; I see what you mean. If say a prescription came in written 
with A-P-A-P 

Mr. Drxon. That is the generic name. 


Dr. Witson. That would be the generic name. 

Mr. Drxon. Then is the druggist not free to fill the prescription 
with any product that he has on his shelf that meets that generic 
classification ? 

Dr. Wison. That is my understanding, but I am not legally 
qualified. 

Mr. Drxon. But he is not free to fill that prescription if it includes 
the trade name? 

Dr. Wuson. If it had the trade name on it; no, sir. 

Mr. Dixon. Whether there is one generic name or half a dozen ge- 
neric names meaning the same drug. 

Dr. Wuson. No, sir. There is a law to that effect in a number of 
areas. 

Senator Hruska. Doctor, is that word in capital letters at the top 
of page 12 a brand name? 

Dr. Witson. No, sir. 

Senator Hruska. Or a generic name? 

Dr. Wuson. That is generic. 

Senator Hruska. Generic name. 

Dr. Wuson. They are all generic. 

C. Differ only by a hydroxy (-OH) group. 

1. chloroquine (Aralen—Burroughs Wellcome). 
2. hydroxychloroquine (Plaquenil—Burroughs Wellcome). 

Examples of poor generic name correlation. 
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What I am trying to point out here is the use of generic names to 
show the relationship of two similar molecules. 

A. Differ only in that a methoxy (CH,O-) group replaces an 
ethoxy (CH,CH,O-) group. 

1. papaverine. 
2. dioxyline (Paveril—Lilly). 

Papaverine is a generic name, and dioxyline is a generic name for 
two different compounds. 

B. Differ only by a methyl (CH,—) group. 

1. diphenhydramine (Benadryl—Parke, Davis). 
2. oxphenadrine (Disipal—Riker). 

The two generic names would never indicate that relationship. _ 

Senator Harr. Doctor, can you tell us whether, in terms of its 
effect on the human being, there is a difference ? 

Dr. Wison. I am a chemist. That is a pharmacology question. 

Senator Hruska. A doctor might know, might he not? 

Dr. Witson. Yes, sir. 

Senator Hruska. And if in his judgment the results he gets from a 
brand name will achieve a certain result and he knows that for sure, 
and he doesn’t know if he takes one of those seven names which = 
pear on page 12 what the druggist might come up with, what the 
pharmacist might come up with, might he not out of consideration for 
his patient’s well-being say, “I want that brand name. I know what 
it will do” ? 

Dr. Witson. Very naturally ; yes, sir. 

Mr. Drxon. Doctor, if the Senator will excuse me for interrupt- 


ing—— 

Sehaber Hruska. Surely. 

Mr. Dixon. Going Seek to that example which you discussed on 
page 12, my specific question is: Would the person coming in with 
the prescription written in any one of those eight names get the same 
product, or the same chemical substance ? 

Dr. Witson. He should, since all these names are for that sub- 
stance. They are not for anything else. 

Mr. Drxon. So he would get the same substance ? 

Dr. Wuson. Yes, sir. 

Senator Hrusxa. Well, now, Doctor, let’s explore that a little bit. 
If it was a prescription for a given quantity of insulin, and that were 
taken y a pharmacist, would’ he get the same product in every in- 
stance 

Dr. Wirson. Yes, sir. AU-40 is AU-40. 

Senator Hruska. Isn’t it true that there is some insulin made with 
a beef base and some insulin made from a pork base, and that some 
patients are allergic to pork-base insulin and some are not? And he 
aco not get the same product if the prescription simply said 

sulin ? 

om Wuson. Well, you are talking about a finished pharmaceutical 
there. 

Senator Hruska. It isa generic name by now; isn’t it ? 

Dr. Wurson. Yes, it is official. 
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Senator Hruska. It is a generic name, and if it was so many units 
of insulin, he would not get the same product, whereas if he said 
Lilly, he would get an insulin with a beef base; isn’t that true? 

Dr. Wurson. Yes, sir. 

Senator Hruska. Well, now, then that would indicate that it is 
not always true. That by using a generic name, you get the same 
product, the same medicine in the bottle that is carried away by the 
customer in a drugstore. 

Mr. Dixon. Doctor, it occurs to me that the drug that Senator 
Hruska has mentioned is a product that is not synthetically made. 
Insulin, I believe, is made from the pancreas of animals. 

Dr. Winson. He is using an extremely poor example for this par- 
ticular situation. 

Senator Hruska. In other words, just to pursue this for a minute, 
most of these drugs I believe are synthetic, they are synthesized from 
chemical compounds, and I would assume that they should be the 
same thing. 

Dr. Wuson. Yes. 

Senator Hruska. That isthe point I wanted tomake. They should 
be, but are they. Ifa simple layman like myself can pick out—maybe 
it is true that insulin is different. I wouldn’t want to say that the 
a isn’t true of some of these other things. I don’t know enough 
about it. 

And goodness knows the fellow who carries that prescription to the 
drug counter, he doesn’t know whether it is a synthetic compound or 
anything else. All he knows is that the doctor told him to take this 
medicine, and he goes in and asks for insulin, and it may make him 
a very sick man instead of a better man, if the doctor is so required. 

Mr. Drxon. Does Lilly make all of its insulin from beef, Senator 
Hruska? I don’t know. 

Senator Hruska. I don’t know. The doctor apparently thought so 
because Lilly does have, as I understand it, Lilly does have a beef-base 
insulin. 

Now, whether they make it all or not I don’t know. I was led to 
believe from my informant that they do. I will stand correction on it. 
Tam not an expert here. I am just a questioner. 

Senator Harr. You may proceed. 

Dr. Wuson. Starting with the four generic names, I had finished 
A and B. 

C. Differ only by a hydroxy (-OH) group. 

1. adiphenine (Trasentine—Ciba). 
2. benactyzine (Suavtil—Merck, Sharpe & Dohme). 

D. Differ only that bromine replaces chlorine. 

1. chlorpheniramine (Chlor-Trimeton—Schering). 
2, parabromdylamine (Dimetane—Robins). 

These are two similar molecules differing only by replacement of 
chlorine for bromine. 

E. One is the racemic form and the other is the levo form. 

1. carbinoxamine (Clistine—McNeil Laboratories). 
2. rotoxamine (‘Twiston—MceNeil Laboratories). 
These are the same molecule except they are stereoisomers. 
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Examples of inconsistency in the use of generic names: 

1. Kohlenberg Laboratories of Sarasota, Fla., have a product called 
KI Sea-Rem. An ingredient listed is methylbromtropin mandelate. 
This is Homatropine methylbromide U.S.P. XV. Why is this name 
not used on the label ? 

2. Smith-Miller-Patch, Inc., has a product called Tetradene which 
lists as ingredient tetraiodothyronine. This compound is Thyroxine 
US.P. XIV. 

3. Schering & Co. merchandises Chlor-Trimeton with the generic 
name “chlorprophenpyridamine.” The New and Nonoflicial Drugs 
1960 and U.S.P. XV name is “chlorpheniramine.” The dextro ismer 
of this compound is available as Polaramine, but is referred to as 
chlorpheniramine. 

4. Glyceryl guiacalate, originally referred to as guayanesin, has 
been aveiinile for about 10 years. It is used in many proprietary 
products and is usually referred to as glyceryl guiacolate, but some- 
times a glyceryl guaiacol ether. 

Recently a product of the Paul B. Elder Co., Dilyn, used the generic 
name “methphenoxydiol.” When this was brought to the attention of 
the Food and Drug Administration, its answer was— 

We had not encountered methphenoxydiol used as the common name for glyceryl 
guaiacolate. We don’t know where the name originated. 

5. Robins & Co. marketed the glyceryl guaiacolate carbamate as 
Robexin and used the generic name “methocarbamol.” For sim- 
plicity’s sake, this new generic name seems unnecessary. 

6. Real confusion exists with parabromdylamine, introduced as 
Dimetane by Robins & Co. The American Medical Association used 
a new generic name, “brompheniramine,” in the New and Nonofficial 
Drugs of 1960. Robins & Co. has an advertisement for Dimetane in 
the Journal of American Medical Association for February 27, 1960, 
page 37, and uses the generic name “brompheniramine.” In the 
March 15, 1960, issue of Modern Medicine a Dimetane advertisement 
refers to parabromdylamine. White Laboratories have the dextro 
isomer available as “Disomer” and uses the generic name “dexbrom- 
pheniramine.” 

If you can get any more mixed up than that, I would like to find it. 

7. “Triethanolamine trinitrate diphosphate” is the term used by 
Thos. Leeming & Co. for Metamine. The New and Nonofficial Drugs 
1960 title is “aminotrate phosphate” and is used as a generic name by 
E. R. Squibb in their Nitretamin. A new generic name, “trolnitrate 
phosphate,” has just been introduced by Thos. Leeming & Co. for this 
same compound. 

8. A new synthetic penicillin derivative now available provides a 
perfect example of the difficulties which pharmacists and physicians 
are having. This compound is available by Bristol as Syncillin and 
by Wyeth Laboratories as Darcil and referred to by both as potassium 
penicillin—152. 

Schering & Co. which sells it as Alpen, E. R. Squibb & Co. which 
makes Chemipen, and White Laboratories which produce Dramcillin- 
S all use the generic name “phenethicillin potassium.” Roerig & Co. 
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produces Maxipen and refers to it as alpha-phenoxyethyl penicillin 
potassium. 

Here you have three generic names for the same compound in a 
matter of 60 days. 

Mr. Dixon. That is a very important product ae If I under- 
stand zoe point, if the doctor chose to prescribe the product ge- 
nerically under any one of the names that you describe as similar 
generic names, although the names are different, the patient would 
get the same substance from the druggist; is that correct ? 

Dr. Wirson. Well, if the dreipint ane that they were all the same. 
Here is an ad. I have the ads here for all of these, and when you 
look at the advertisements under the name the advertisement talks 
about penicillin potassium-152 on this sheet, and it talks about 
alpha-phenoxyethyl on this sheet, and phenethicillin potassium on 
this sheet. 

Now if a pharmacist or physician was familiar with these three 
generic names, yes, he would baby that they are all the same. 

Senator Harr. At this point in the record, let’s insert the three 
ads that the doctor has referred to. 

Mr. Drxon. Were there three of them, doctor? 

Dr. Wizson. There are about five or six on the market now. 

Senator Harr. I mean the ads with reference to the items of dis- 
cussion, No. 8, on page 14 of your statement. 

Mr. Dixon. Let’s call them 381 A, B, C, and D. 

Dr. Wixson. I have them right here. 

Senator Harr. They will be designated 381 A, B, C, and D. 

(The ads referred to follow :) 
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WYETH 


announces 


a new lagh-performance penicillin molecule 


TABLETS 


DARCIL 


Penicillin-152 Potassium 
phenethicillin potassium, Wyeth 


new laughs m oral penicillin therapy 


e remarkably stable in gastric acid 

e efficiently absorbed 

e peak blood levels rapidly induced 

e highest oral penicillin blood levels 

e highest urinary excretion 

e lethal to many Staph. strains 

e safer oral route reduces allergenicity hazard 


. extra assurance for the physician 
nw ARCT | | pr ovides « «« extra protection for the patient 
new prescription profits for you 
synthetically produced oral penicillin 


Indicationg: Darci is recommended for the treatment of the 
following infections when due to penicillin-susceptible or- 
ganisms: respiratory tract infections; skin, soft tissue and 
surgical infections; urinary tract infections; and other infec- 
tions, such as scarlet fever and puerperal sepsis. 

Cautions: Allergic reactions to oral penicillin, although rare, 
may occur, especially in patients known to be hypersensitive. 
The use of antibiotics may result in overgrowth of non- 
susceptible organisms. Loose stools have been reported 
occasionally. 

Supplied: Darcit Tablets, scored, 250 mg. (400,000 units), 
vials of 36. 


DARCIL, i getting intensive promotion to physicians. 


get ready for heavy prescription orders ete te 
your pharmacy! 


RETAILER’S COST: $10.98 (on direct order — minimum $50) 


SUGGESTED RETAILER’S COST FROM WHOLESALER $1 2.20 
Wyeth Laboratories Philadelphia 1, Pa. 


"Trademark 
,Amenican Druccist * April 18, 1960 Pharmacy & Prescription Trends * 49 
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maximal absorption. 
maximal blood levels 
maximal flexibility 
maximal oral indications 
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Coe 


US BROAD 
SPECTRUM PROFITS! 


Again fvorm hutine the new means to major profits—new antibiotic 
profits ,. . with the introduction of Alpen--the new, synthesized peni- 
cillin--improved to command a major share of penicillin Rx’s and 
to compete favorably with the -mycins as well. Be sure to stock 
now and be ready for the Rx demand that Schering’s detail and in- 
formational efforts will vield~an Rw demand you can bank on! 
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Senator Hruska. Doctor, I didn’t get your answer to Mr. Dixon’s 
question. Would the patient get the same thing? 

Dr. Witson. To my knowledge they are all the same. 

Senator Hruska. As to potency, for example? 

Dr. Wutson. No, I am not talking about that. Iam talking about 
nomenclature. My point is that these—— 

Senator Hruska. You see, Doctor, a patient doesn’t swallow a 
nomeclature. He swallows or has injected into him certain sub- 
stances. The question is whether he would get the same substance, 
the same potency of the same rate of absorption or the release of 
medication in the body of the patient and so on, if the prescription 
were written in generic terms. Would the patient get the same 
substance ? 

Dr. Wiuson. Well, I can’t answer your question directly. I will 
put it this way. 

There are three generic names now used for this particular syn- 
thetic penicillin compound. Now if a doctor wrote a prescription 
with one of these generic names, then the pharmacist would be able 
to recognize which of the brand names used this particular name, 
that he would get that compound, that product, that brand name. 

But my point here, I think you rightly missed it, is that this one 
a compound is available under approximately five or six 

rand names, but there is reference made to three different generic 
names, so that a pharmacist or a physician must acquaint himself 
with the generic names to correlate the various brand names avail- 
able. 

Mr. Drxon. Doctor, on that point, if there were but one generic 
name for five or six brand names, and the prescription were given 
to the druggist with the generic name, then the druggist would feel 
free to pick any one of the six brand names, wouldn’t he? Your point 
here is that we have confusion on top of confusion ? 

Dr. Wirson. Yes. 

Mr. Drxon. We have three different generic names for the same 
product which is sold under five trade names. But, if there is only 
one generic name, then the druggist would know that under that 
generic classification there were perhaps half a dozen trade names. 
If the prescription came to the druggist written generically, he would 
be free to fill it from any one of the trade name products that meet 
that generic classification, would he not ? 

Dr. Wison. Without being a lawyer, that would be my under- 
standing. 

enates Hruska. Doctor, in that case responsibility for choice there- 
for, if the physician is required to prescribe in generic names, then 
the choice shifts from the doctor to the pharmacist, doesn’t it? 

Dr. Wirson. Yes, sir. Usually you will find in actual practice there 
is correspondence, telephone or otherwise, between the pharmacist and 
the physician, so that the physician really knows what he is obtaining, 
and the pharmacist has a feeling of cooperation and doing the right 
thing. 

Banaist Hruska. But, if a physician were required to prescribe in 
generic terms and that one generic term would refer to five brand 
names, the physician wouldn’t know which brand he would be getting, 
would he? It would be only the pharmacist who would know. 

35621—60—pt. 213 
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Dr. Wirson. That is correct. 

Senator Hruska. And there is a great degree of variation; there 
are a lot of tolerances with generic names as to potency. 

Dr. Wuson. Yes, sir. 

Senator Hruska. Is it rate of absorption or release of medication 
within the body of the patient and in other ways? So that the doctor 
would have nothing to say about that even if he were aware that a 
certain brand name would have a greater rate of absorption or greater 
rate of release or a greater or lesser potency. 

A doctor would have nothing to say about that, although it is only 
= who has seen the patient and knows what the patient’s medical 

istory is. 

He would have nothing to say about designating what rate of 
potency and all of these wtite factors. All he would do is to prescribe 
in terms of a generic name, and then let the pharmacist fill whichever 
he had on hand or which is the cheapest or the most expensive or for 
any other reason fill that prescription from the generic name from five 
or six trade names. Doesn’t that about state the situation ? 

Dr. Wirson. Yes. I think I agree with you completely in what I 
think that you are trying to say: that I think it is extremely short- 
sighted of a physician to do that. 

Senator Hruska. My whole question was based on the supposition 
that he would be required to prescribe in generic names, don’t you 
see ? 

Dr. Wirson. It would be too bad. 

Senator Hruska. Yes; that would be pretty bad, wouldn’t it? 

Dr. Wirson. It would be too bad. 

Senator Harr. Doctor, let me ask a question on that point. If the 
suggestion appears sound that in some cases by prescribing a generic 
name there is uniformity in the several brand names covered by that 
generic name, in other cases Senator Hruska has cited instances where 
the absorption rate may be different. So even if it should be thought 
desirable that generic name prescriptions’ be permitted, would it not 
be possible for the physician to write a prescription with a generic 
name, and in those cases where the physician thought there were 
differences in the several brands, inal to put in brackets the par- 
ticular brand he wants filled. 

Dr. Witson. That is done. 

Senator Harr. It is as simple as that, isn’t it? 

Dr. Witson. Yes. But still he could turn around and write the 
brand name in the first place. 

Senator Harr. Certainly. 

Dr. Wirson. He is just doing the same thing twice. 

Senator Hruska. That is the point I make. You see, we do meet 
from time to time, doctor, the suggestion that the way to lick the 
matter of these high prices, the way to lick the matter of these mono- 

olistic controls which are alleged and proved, that the way to do that 
is to require the physician to prescribe by generic name, and if that 
were true, the suggestion which Senator Hart makes and which goes 
to the point would not be possible. All he could do is say the generic 
name and that is all. 

Now then, if you are able to say the generic name and then say 
Lilly or Parke, Davis or Merck or whatever it is, then of course we 
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would get away from that compulsory prescription in terms of generic 
name. 

Dr. Witson. As soon as you put down the company name, you 
might just as well put down the brand name. 

enator Hruska. To begin with. 

Dr. Witson. Yes, sir. 

Mr. Drxon. Doctor, before you leave that point, will you tell me 
this: How can there be any difference in the rate of absorption, 
therapeutic effect, or any other value of identical products? Can you 
tell me how there can be any difference? 

Mr. Wiison. Well, as I say, I am glad you asked the question. 
Let’s make some comment now about the meaning of this generie 
name. 

Might I point out here that a generic name is used for a specific 
chemical subatance, and has no connection whatever with a pharma- 
ceutical dosage form or brand name product. I will state that over 
again for you. 

May I point out here that a generic name is used for a specifie 
chemical substance and has no connection with the pharmaceutical 
dosage form or brand name product, 

In regard to brand names, there is no such thing as a generie 
equivalent. Brand name is used in reference to a finished pharma- 
ceutical dosage form and is never used in reference to the pure chemi- 
cal substance. 

Mr. Drxon. I understand the point. you have made. 

Let’s add one other factor to my question. The same chemical 
compound has several generic names; it appears in medicina! form in 
the same composition and in the same dosage form. 

If that product were given to a person, based on a prescription, in 
any one of those identical forms, would he not get the same benefit 
from it ? 

Dr. Wiison. No. 

Mr. Drxon. Why? 

Dr. Wutson. I can make an aspirin tablet for you that you can 
swallow and it will pass right through you and your headache will 
stay with you. 

Mr. Drxon. You can make a tablet today that can be prescribed in 
capenis form—which Smith Kline and French is doing—could you 
not 4 

Dr. Wirson. The attempt is to develop a product that. is usable. 
Now you can buy aspirin for 9 cents a hundred and not get too much 
good out of them, or you can buy a good product. 

Mr. Dixon. That is because, as I understand it, every human diges- 
tive system is different. 

Senator Hruska. Wait a minute, Doctor. It is not because of the 
difference in the person or the patient. It is because of the difference 
in the pill; is it not? 

Dr. Wirson. I didn’t answer his question. That was he who asked 
that. 

Senator Harr. The doctor indicates no, 

Senator Hruska. I am asking whether or not the differenee does 
not lie within the patient in the example you gave; is it not true? 
Is the difference in the pill itself, not the patient ? 
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Dr. Witson. Yes, the tablet, the product. at 

Senator Hruska. There is a difference in potency which varies:as 
much as sometimes 40 percent. It can do’that and still qualify for 
the U.S.P., can it not? 

Dr. Witson. I wouldn’t take your percentage there. 

Senator Hruska. Well, it can vary that much because you don’t go 
into dosage in your generic terms necessarily. 

Dr. Witson. No. Let me finish the comment from what I just 
said. Let us take an example of prednisone. Prednisone is a generic 
name for a pure chemical compound. 

Senator Peers: From where are you reading, Doctor? 

Dr. Wuson. I am just ad-libbing now. 

Senator Hruska. Oh,I see. Excuse me. 

Dr. Witson. Prednisone is a generic name for a pure chemical com- 
pound. Meticorten by Schering is a tablet containing prednisone. A 
pharmaceutical dosage form, it is a specifically formulated product 
of prednisone. The exact composition is known only to the Schering 

orp. 

J ‘iat any tablet of prednisone is not equivalent to Meticorten tablets 
any more than just any beefsteak is equivalent to a Kansas City 
beefsteak. 

Senator Hruska. Or an Omaha beefsteak, Doctor. 

Dr. Wirson. Yes. It is not the generic name, but the dosage form 
that is the key. A tablet of generic name A, manufactured by X, is 
not equivalent to a tablet of generic name A, manufactured by Y. 

However, A is the same compound. 

Mr. Drxon. Is it because of the dosage form that you make that 
differentiation ? 

Dr. Wizson. Yes, sir. You have a tablet. Pharmacy is really in 
one sense the science of dosage forms. 

Mr. Drxon. But if a 25-milligram tablet of prednisone were made 
by six different companies, what would be the difference in the dosage 
forms? Each one would be a 25-milligram tablet. 

Dr. Wuson. That is kind of high, but I will drop it down probably 
to about five. The way this tablet is put together with binders, pre- 
servatives, what we call disintegrating agents, that means how fast 
they disintegrate, breaking down in the stomach; not only that, but 
how it is preserved in the bottle. It might be used 2 years after it is 
made. You want to be sure there is still 5 milligrams left. 

All these are taken into consideration by the most exacting manu- 
facturers. 

Senator Hruska. Doctor, may I read this statement and ask you 
ne you would either like to agree or disagree or comment upon 
it 

Variable factors as between products of different manufacturers include 
these: term stability as regards potency, disintegration time and dissolution 
time of tablets, sterility of injectables and ophthalmic preparations, viscosity 
and surface tensions of liquids, melting point, taste, smell, appearance and 
texture. Thus, the use of generic terms not only would lose the potential 
afforded by the quality controls of first-class and first-rate manufacturers, but 
they would also ignore significant variables between products of different manu- 
facturers which are important to proper treatment. 

Would you have any comment on that statement? 

Dr. Witson. Read the first sentence of that again. 
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Senator Hruska (reading) : ‘ 


Variable factors as between products of different manufacturers include these: 
term stability-——— 

Dr. Wuson. That isOK. I would say yes to that. 

Senator Hruska (continuing) : 

* * * disintegration time and dissolution time of tablets, sterility of injectables 
and ophthalmic preparations— 

Are you indicating “yes” to each of these ? 

Dr. Witson. Your whole statement. I just wanted to get that first 
sentence again. 

Senator Hruska (reading) : 

Viscosity and surface tensions of liquids, melting point, taste, smell, appearance 
and texture. Thus, the use of generic terms not only would lose the potential 
afforded by the quality controls of first-class and first-rate manufacturers, but 
they would also ignore significant variables between products of different manu- 
facturers which are important to proper treatment. 

Dr. Wuson. I think that states what I had pointed out in my first 
sentence I gave you in that the generic name is used for a specific 
chemical substance and has no connection with the pharmaceutical 
dosage form. 

Mr. Drxon. Doctor, we have heard a great deal about quality con- 
trol; that there are different types of atiaiey control. But no one has 
yet come before this committee and brought a case in point of differ- 
ent type of quality control. 

I would agree with you very readily that we ought to have the same 
quality control by the big company, the small company or the middle- 
sized company. If we had this same quality control, and if it was a 


requirement in the law that there be arta quality control, would 


you be reluctant to say that there would be any difference in generic 
roducts of the same identical chemical compound in the same dosage 
orm, all meeting the same degree of quality control ? 

For instance, we found that the Military Medical Supply Agency 
was buying prednisone from smaller companies at considerably lowes 
prices than from the larger companies. MMSA doesn’t buy a product 
until the plant is inspected and the product tested before and after 
oorey to see that it meets the quality control that the Government 

esires. 

Senator Hruska. Mr. Dixon, is that in the evidence or are you 
testifying ? 

Mr. Dixon. No, sir. That was introduced in evidence during the 
prednisone hearings. There were presented examples of the bids and 
the buying practices of the Military Medical Su ; Agency. 

MMSA has often bought products from amen companies rather 
than from established large companies. It doesn’t make purchases 
until the plant is inspected—and continuously inspected—and the 
product is tested while it is being compounded and after it is delivered 
to see that that quality control is maintained. 

Senator Hruska. Of course, Mr. Dixon, the Army can do that, but 
John Jones living at 2118 A Street can’t quite have that same control 
and inspection before and after, can he? He doesn’t know. 

Mr. Tessa No, sir, he doesn’t. I think the doctor’s point is well 
taken, that there is not today in our law any requirement that there 
be quality control. 
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That it is a very valuable subject that he has brought up, and it is 
something that you, as a member of the committee, and the other mem- 
bers, should consider, because in my opinion it goes hand in glove 
with generic prescribing. I don’t think you should ask the doctor to 
“or generically unless there is some assurance that there will 

e adequate quality control. 

Senator Hruska. And that the requirements for adequate quality 
control can be effectively supervised and effectuated. On that score, 
of course, the record is quite negative as of now, because we haven’t 
had the benefit of the Food and Drug Administration’s testimony, for 
example, so that they could tell us whether or not they, or any other 
police organization delegated to that task, could do a good job in that 
way and guarantee the quality control in every one of these instances, 

Dr. Witson. As soon as you do accomplish this feat, they will both 
come out with the same price. 

Senator Hruska. They will what? 

Dr. Witson. They will both come out to the same price. 

Senator Hruska. Are you speaking now as an economist ? 

Dr. Wuson. No; Lam just guessing like everybody else. 

Senator Hruska. Do you think that the factor of management, for 
example, or sales method 

Dr. Witson. No. I would say that 

Senator Hruska (continuing). Have no effect on a price? 

Dr. Witson. You take the companies that put out reliable brand 
products with quality control. If anybody matches them, they will 
come up with the same selling price. 

Dr, Buia. Senator, since my profession has been taken in vain here, 
I would like to ask Dr. Wilson a question about pharmacology to be 
sure that I understand the gist of his testimony. 

For example, look at item 8 that Senator Hart referred to at the bot- 
tom of page 14, the new synthetic penicillin. You have there, I gather, 
a chemical substance for which there are three different generic names, 
and for which there are five trade names. 

This chemical substance has one chemical name, is that correct ? 

Dr. Witson. Yes, sir. 

Dr. Biair. Could you, in order to make the record complete, supply 
us with that chemical name ? 

Dr. Witson. That is alfaphenoxyethy] penicillin potassium. 

Dr. Buatr. That is the one chemical name denoting the. chemical 
substance of this new synthetic penicillin derivative ? 

Dr. Wixson. There is a more complicated name, but that is a pretty 
good one. 

Dr. Buair. The chemist knows, presumably, that this name means 
that substance ? 

Dr. Wuison. Yes, sir. 

Dr. Buarr. Now, there are for that substance three generic names? 

Dr. Wuson. That is included. There are two others, 

Dr. Buarr.. There are two other generic names. One of them is? 

_Dr. Wirson. Potassium penicillin 152, and phenethicillin potas- 
sium. 

Dr. Buatr. And then there are five trade names? 

Dr. Witson. Yes, sir. 
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Dr: Buarr. Syncillin, Darcil, Alpen, Chemipen, Dramcillin-S, and 
Maxipen. So that here is the structure: One chemical name, three 
generic names, approximately five trade names ? 

Dr. Witson. Yes, sir. 

Dr. Buarr. Thank you, sir. 

Senator Harr. You may continue, Doctor. 

Dr. Witson. Nine. The McNeil Laboratories have had available 
for years their product Clistine, referred to as carbinoxamine. Re- 
cently the dextro form of this compound (Twiston) was introduced by 
McNeil but referred to as a brand of rotoxamine. 

Some interesting uses of a chemical name used in place of a generic 
name are given here. 

Here I may remind you that the food and drug law gives a company 
the opportunity to use a generic name or a chemical name. 

1. Nordson Wisensouetield Laboratories makes available Levonor 
and refers to it as 1-phenyl-2-aminopropane. This is really levo- 
amphetamine in the USP, and levoamphetamine is used as the generic 
name by other companies in connection with their brand names. 

2. Meyers Carter Laboratories produces Mycadrine and refers to 
it as para-(2-amino-propyl) phenol HBr. This compound is Hydro- 
xamphetamine USP XV, which has been for more tt 10 years the 
generic name of Paredrine by Smith Kline and French. 

3. Savage Laboratories, Inc., sells Neopavrin and refers to it as 
6,7-diethoxy-1-(3’,4’-diethoxybenzyl) isoquinoline chloride. This 
compound is much better known as ethaverine and has been used by 
this name for about 20 years. 

In all of the above cases the confusion is unnecessary. Why should 
the best known generic term not be used ? 


CHEMICAL NAME 


A pharmaceutical may have a chemical name. The Federal Food, 
Drug, and Cosmetic Act of 1938 requires that the label of a drug bear 
the “common or usual name.” This is interpreted to mean a chemical 
name, an accepted synonym or a coined generic name. According to 
the law, the Food and Drug Administration cannot insist on a par- 
ticular system of nomenclature for the chemical name so long as the 
one used by the manufacturer does characterize the compound. 

The fact that the law merely requires the use of a chemical name, 
rather than a specific chemical name developed by specific rules such 
as those of Chemical Abstracts (American Chemical Society), allows 
for considerable confusion in establishment of relationships among 
medicinal compounds. 

As you know, most chemical compounds may be named chemically in 
several ways. The law does not require that the rules of the American 
Chemical Society be followed. Ethyl alcohol may be named several 
ways: (CH,;CH,OH), ethyl alcohol, hydroxyethane, methylcarbinol, 
hydroxymethylmethane, and ethanol. 

Neither the pharmaceutical industry nor the associations of phar- 
macy or medicine have made any effort to standardize chemical nomen- 
clature. Many companies use for their compounds chemical names 
which are quite “original.” 
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Such a name as 1-piperidine ethanol benzilate hydrochloride (Syco- 
trol by Reed & Carnrick) tends to mislead and confuse those concerned 
with drugs. In fact, any student of pharmacy using this as a chemical 
name would receive a zero for his effort. 

When the Geneva nomenclature originated in 1892, there was an 
attempt to regulate or limit the use of a chemical name. Rule No. 
1 was: 


In addition to the customary methods of nomenclature there shall be estab- 
lished for each organic compound an official name, which will enable it to be 
found under only one entry in indexes and dictionaries. 

The 68 years which have passed have not seen this rule No. 1 
realized. 

It is interesting to note that the USP, NF, NND, and the World 
Health Organization sometimes each express the chemical name for 
a pharmaceutical compound in a different way. 

There are several instances in which the same compound has a dif- 
ferent chemical name in the USP and NND, or in the NF and NND. 

Likewise, the manufacturer of a brand-name product recognized by 
the USP, NF, or NND may use yet another chemical name. Such a 
state of affairs seems wrong in a profession which has many other 
problems that are not so easy to correct. 


EXAMPLES OF MULTIPLE CHEMICAL NAMES 


Tigan—Hoffmann-La Roche—trimethobenzamide: 
Company name. 
4 - (2 - dimethylaminoethoxy) - N - (3,4,5 - trimethoxyben- 
zoy| benzylamine hydrochloride. 
Chemical Abstracts: 
N - (dimethylaminoethoxybenzy]1)3,4,5 - trimethoxy - benza- 


mide. 
P & S Liquid—Chester A. Baker Laboratories: 
eee name. 
henylic acid. 
U.S.P. name: 
Phenol 
Sestron : 
Profanil—C. D. Smith: 
Bis-gamma-phenylpropylethylamine citrate. 
Antispasmin—Raymer : 
-ethyl-3, 3’-diphenyl dipropylamine citrate. 
Brompheniramine NND 1960 
World Health Organization: 
(3 - p - bromopheny] - 3 - pyrid - 2’ - ylpropyl) dimethylamine 
maleate. 
NND 1960—Journal of American Medical Association, volume 
170: No. 2, page 194, 1959: 
2(p - bromo - alpha - (2 - diethylaminoethy]) benzyl) pyridine 
maleate. 
Robins & Co.—parabromdylamine, Dimetane: 
1 - (p - bromopheny] - 1 - (2 - pyridyl) - 3 - dimethylamino- 
propane maleate. 
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Chlorcylizine hydrochloride NND 1960: 
1 (P-chlorobenzhydry]) -4-methylpiperazine hydrochloride. 
Burroughs Wellcome—Perazil : ; 
N-methyl-N’-chlorobenzhydry] piperazine hydrochloride. 
Penthienate bromide: 
NND 1960: 
2-diethylaminoethy]-alpha-cyclopenty1-2-thiopheneglycolate 
methobromide. 
Winthrop—Monodral Bromide: 
2-diethylaminoethyl-2-cyclopenty]-2-(2-thienyl) hydroxyace- 
tate methobromide. 
Chlorpheniramine maleate : 
SP and NND 1960: 
2-p-chloro-alpha-(2-dimethylaminoethyl) benzyl pyridine 
maleate. 
Schering Corp. : 
1-(p-chloropheny]) -1-(2-pyridil-3-dimethylaminopropane 
maleate. 
Sodium perborate NF: 
Amosan (Knox) : 
Sodium peroxyborate. 
Acetyl bromodiethylacetylurea : 
Winthidp—-A tuain—acetyloarbrontel: 
Schenley—Sedamyl—acetylbromodiethylacetylcarbamid. 

Understanding our present-day medicinal products would not be 
too difficult if consistency in nomenclature could be achieved. We in 
the practice of pharmacy and medicine should have some control over 
which generic names and which chemical names are going to be used. 

The Food and Drug Administration should have this power of 
regulation and should work closely with the professions of pharma 
and of medicine. There should be designated for each pharmaceuti- 
cal agent, one “official” chemical name and one “official” generic 
name, 

This committee could do a tremendous service to the physicians 
and pharmacists of this country by bringing some order into the 
nomenclature of pharmaceuticals. 

(The references referred to are as follows :) 
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Chemical Who’s Who. William Haynes, Editor, 80 Eighth Avenue, New 
York 11, N.Y, 


Who’s Who in American Education, 19th Ed. 1959-60. 


Senator Harr. Doctor, I thank you very much. I think I speak 
for the committee when I say your approach this morning has been a 
real contribution in developing a groundwork of understanding. You 
have been more than fair with us in your responses. 

It is now 12 noon. Do you have any a questions of this 
witness, Senator ? 
ee Hruska. Just this, so we can sort of summarize the thing, 

octor. 

As I get it, the generic-name business and all the confusion that’ it 
entails, really was caused or brought about by this court case back in 
1911 which ruled that brand names could be used if there were not a 


name—what did they call it—in common use or a usual or common- 
use name. 


Dr. Witson. Yes. 

Senator Hruska. Which would be used in conjunction with the 
brand name. 

And it is that which gave rise to the necessity for creating these 
generic names in order that brand names would be protected. 

Dr. Witson. I would like to add to that that another basis of con- 
fusion is due to the 1938 food and drug law which is interpreted by 
the Food and Drug Administration when they state: 

Ordinarily, the USP, NF, or official synonym is regarded as the common name 
of the drug. 

And they go on to state that a generic name or a chemical name 
may be used in connection with a brand name. 

Now, the technical point here is when they say a generic name, and 
they also say a chemical name, which implies any chemical name. 
They are not specific. 

Senator Hruska. And no furtherétandards are set up ? 

Dr. Witson. Yes. So really you can say this sometimes has grown 
up like Topsy. It isn’t anybody’s particular fault. I am not per- 
sonally critical of the industry because there has been no other way 
to go. 

The confusion over generic names is that no one knows what is 
correct. I have heard a number of my colleagues say, “That is the 
official generic name.” 

Well, they are talking through their hat. There is no such thing. 
You might say that the law is not too specific. So why should a 
company go to any great pains over a genericname? They don’t know 
whether they are picking the right one or not, unless it is in the USP 
or NND. 

I would say that is a good indication. But if it is a new compound, 
of which everything has to be once, they have no choice; and if it is an 
older compound, unrecognized, such as the prune constituent, they 
have about seven names to choose from, and there is no list published 
by anyone that says this is the recognized generic name. 

It is nobody’s fault except there isn’t any authority any place. 

Senator Hruska. Thank you, Doctor. 

Senator Harr. Mr. Dixon? 
Mr. Dixon. Doctor, just one question. 
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I have the impression that you believe that this confusion should 
be straightened out; that under some authority an attempt should 
be made to establish reliable, nonconfusing generic names. 

Dr. Wuson. I believe that would be confirmed when Dr. Miller 
testifies on Monday, too. I know the USP is. I know that Dr. 
Kautz of the NND is, and that the National Formulary people, they 
are all concerned with regulations. 

Mr. Drxon, It would lead, certainly, to a more orderly marketing 
of drug products ? 

Dr. Wiison. Yes, sir. 

Mr. Drxon. If that were done? 

Senator Hruska. Is there a possibility, Doctor, that while it might 
be more orderly in marketing, there might be some restriction as to 
substance and as to the freedom within the industry which has 
brought such good results so far in America public healthwise and 
individual healthwise ? 

Might there be some restrictions depending on the type of plan 
that is used which would inhibit that type of progress in the future? 

a Wiuson. I can’t see this. All I am interested in is what you 
call it. 

Senator Hruska. I know you are, but, after all, if we have an 
umpire who says you can’t call it this, but you must call it this, and 
you can’t use this at all, might there be such a restriction maybe in 
the number of generic names that might be used or the gradations 
thereof which would serve to sort of stultify the progress of the 
healing arts and the use of these drugs, all these drugs, these pharma- 
ceutical products? Is there a possibility of that ? 

Dr. Witson. No, sir; there is no such possibility in merely nomen- 
clature in that organic chemistry started out roughly in 1825, and 
we are making some thousand compounds every week and we are nam- 
ing them right along. No trouble. 

dr. Buarr. Mr, Chairman, may I ask a question for clarification ? 

The argument has been made that generic names must be long in 
order to suggest to the physician the product’s chemical composition. 

Dr, Austin Smith advanced that argument in hearings pee na this 
subcommittee, and we have heard it elsewhere. At the same time we 
have received letters from physicians stating.that in point of fact 
the generic names, while long, frequently contain little or no signifi- 
cant information about the chemical nature of the drug. 

Moreover, in view of the complexity of modern chemistry, few 
paveicians, it is contended, are adequately trained or possess sufficient 

nowledge as chemists to be able to glean anything of value to them 
from these generic names. Would you care to comment on that ? 

Dr. Witson. Well, I can’t comment specifically, but I would say 
that generic names give you practically no indication of its chemical 
makeup except in a very general way. And from the chemical name 
on the label, as I pointed out, some brand names—and it is accepted 
by the Food and Drug Administration—will refer to a chemical name 
rather than to a coined generic name. 

There are very few physicians and very few pharmacists in actual 
practice that are qualified to interpret a chemical name. I mean it 
is no reflection on their intelligence. They just have other things to 
learn, and to understand chemistry, it is like anything else. You 
study it every day or you forget it. 
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And they can’t possibly recognize these chemical names. 

Coming back to your statement on ar names, if I had time, I 
could list you some generic names that use syllables “chloro” and 
“mono” and “amine,” and such syllables that have nothing to do with 
the actual chemical makeup of the compound involved. 

Dr. Bua. Doctor, to the extent that is true, then the principal 
argument advanced in support of the proposition that generic names 
must be long and complex seems to be without foundation. 

Dr. Witson. Well, I think I expressed the same thought. I was 
challenged on that recently and I think I could simplify 75 percent 
of them. 

Senator Hruska. Doctor, when a physician wants to learn about a 
drug or a medicine, he doesn’t go to the generic name for enlight- 
enment, does he? 

Dr. Wrson. Well, I have talked to three pharmacology teachers 
that teach in medical schools, and it is my opinion that, generally 
speaking, they try to use generic names in their talking, in their 
explanations. 

nator Hruska. But in order to find out what quality it is and 
what field it is effective in and where it should be prescribed, the 
generic name is of no value to that physician ? 

Dr. Wixson. No. I see what you mean. If a physician is interested 
in a product—again, sort of guessing, but just from observations— 
I will say that in the large majority of cases he contacts the brand- 
name producer and asks about their product. 

Senator Hruska. And he probably starts out with the labeling, the 
literature with the preparation ? 

Dr. Witson. Yes. 

Senator Hruska. And then, if he has any additional questions, he 
asks them of the manufacturer? 

Dr. Wiutson. That is right. 

Senator Hart. Mr. Kittrie, any questions? 

Mr. Krrrrie. No, thank you. 

Senator Harr. The chairman has been advised by Senator Hruska 
that he is obliged to make a statement on the floor in the course of 
the afternoon. We had hoped to hear today the testimony of Mrs. 
Brady, which we can do tomorrow. As I take it, the Senator finds it 
unmanageable, and I can understand why, to proceed later this after- 
noon—— 

Senator Hruska. It is not only my statement on the floor. As the 
Senator knows, there is a meeting scheduled a little later at which we 
are supposed to be, and that is a common problem with all of us on 
the committee. So there are two reasons. 

Senator Harr. Would it be possible to convene tomorrow morning 
at 9:30, then ? 

Senator Hruska. That would be agreeable to me. 

Senator Harr. May I inquire of Mrs. Brady if she is staying over 
until tomorrow morning, if that is possible? 

Mrs. Brapy. Yes, I would be happy to. 

Senator Harr. Thank you very much. We stand adjourned until 
9 :30 tomorrow. 

(Whereupon, at 12:10 p.m., the hearing was adjourned to reconvene 
at 9 :30.a.m., Wednesday, May 11, 1960.) 
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WEDNESDAY, MAY 11, 1960 
U.S. Senate, 


SuscomMitree oN ANTITRUST AND Monopo.y, 
OF THE COMMITTEE ON THE JUDICIARY, 
Washington, D.C. 

The subcommittee met, pursuant to recess. at 9:50 a.m., in the caucus 
room, Old Senate Office Building, Senator Philip A. Hart presiding. 

Present: Senators Kefauver (chairman) and Hart. 

Also present: Paul Rand Dixon, counsel and staff director; Peter 
N. Chumbris, counsel for the minority; Nicholas N. Kittrie, counsel 
for the minority; George E. Clifford, assistant counsel; Thomas C. 
Williams, attorney; Dr. John M. Blair, chief economist; Dr. E. 
Wayles Browne, Jr., economist; Paul S. Green, editorial director; 
Gladys E. Montier, clerk. 

Senator Harr. The committee will come to order. 

The opening witness this morning—and we apologize for not being 
able to hear her testimony yesterday—is Mildred Brady, the editorial 
director of Consumers Union. 

Mrs. Brady has filed a statement. The statement, in full, will be 
printed in the record. You may read it in full, or such portions as 
you would feel you would like to, Mrs. Brady. 


STATEMENT OF MILDRED BRADY, EDITORIAL DIRECTOR, 
CONSUMERS UNION, MOUNT VERNON, N.Y. 


Mrs. Brapy. I am Mildred Brady, editorial director of Consumers 
Union, Inc., Mount Vernon, N.Y. 

Consumers Union is a nonprofit organization chartered in 1936 un- 
der the membership corporations law of New York State. Its pur- 
poses, as stated in its charter, are: 

To provide consumer information and counsel relating to consumer 

oods and services, to give information and assistance on matters relat- 
ing to the expenditure of the family income and to initiate and to co- 
operate with individual and group efforts seeking to create and to 
maintain decent living standards. 

CU derives its income solely from the sale of its publications. It 
has no connection with, or financial dependence on, any commercial 
interest. CU accepts no advertising nor any other commercial sub- 
sidy. No samples for test are accepted from any manufacturer. All 
products tested are bought on the open market. 

The testing of consumer gooods and the publishing of test results 
by brand name is the major, but not the only, means by which CU 
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furnishes buying information to the readers of its monthly magazine, 
Consumer Reports. 

Among other kinds of information regularly published are: 

Articles on health and medicine; analyses of State and Federal leg- 
islation directly affecting the consumer interest; reports on the activi- 
ties of governmental agencies concerned with consumer welfare; re- 
views of the findings of governmental investigations and congression- 
al hearings; and articles dealing with consumer economics—discus- 
sions of such subjects as consumer credit, distribution costs, advertis- 
ing practices and claims, industry pricing and distribution policies, 
cost of living changes, allocations of consumer income to various goods 
and services, etc. 

Although CU is the largest of its kind among the number of such 
organizations now functioning in many parts of the world, and al- 
though CU has been in existence now for nearly a quarter of a century, 
we have not tested or reported by brand or prescription drugs for the 
very good reason that such reports to consumers would not be useful. 

Consumers only pay for the prescription drugs they use. They 
do not exercise any choice in their purchase. There is, in fact, no 
other product or service necessary to the maintenance of life that so 
completely escapes the exercise of consumer sovereignty as does the 
prescription drug in the circumstances under which it is sold today. 

The term “captive consumer” has been used in these hearings. It 
falls short of describing reality. The automobile owner is captive, 
if he chooses to operate his car, to the tire, gasoline, oil and auto ac- 
cessories market. The owner of electric appliances is captive to the 
public utility in his area. The citizen is a captive taxpayer to his local, 
State, and Federal Governments. But to each of these captives there 
is some degree of alternative. 

The car owner can choose, within his captivity, among competing 
brands and prices of the goods and services essential to running a car. 

The electric appliance owner’s let is more difficult but wood cook- 
stoves and iceboxes are available, even if they are not too handy to 
live with. Furthermore, since the rates of the utility are controlled 
by governmental regulations, the consumer can join with his neigh- 
bors to protest excessive charges; and his protest, if soundly based 
and persistently noisy, can be expected to have an influence, however 
eal on what he pays the gas and electric companies. 

For the recalcitrant taxpayer, the road is still rougher, but we all 
know the story of Henry David Thoreau. Not that CU is endorsin 
this or any other tax evasion strategy. I refer to it simply to remin 
us here that even the tax rebel Thoreau suffered only jail when he 
chose not to submit to a payment he felt was unfairly levied. 

But what could a fever-ridden Thoreau have done had it been the 
price of his physician’s prescription that he felt was an unjust exer- 
cise of economic power ? 

In spite of the many who have spoken here about the interests of the 
general public in the problem of drug prices, a confusion continues 
to exist about the nature of the consumer’s position in the market. 

Only a short time ago, Life magazine, in a dramatic journalistic 
presentation of the problem this Senate committee is called upon. to 
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deliberate, conclude the text. of its article—titled “Big Pill Bill To 
Swallow”—with the following: 

The present excitement stirred up by the Senate hearings may make the drug 
eompanies reduce their prices. But in the long run it is up to better informed 
consumers to insist on being less captive and to pressure the doctors into using 
a finer discrimination. Until then the consumer will go on digging deep in his 
pocketbook when he needs a prescription filled. 

Thus, this leading national weekly apparently concludes that the 
major contribution to the problem of high drug prices can be, and 
will have to be, made by individual, consumer action. In our opinion, 
this conclusion, which appears to be held by a number of commenta- 
tors, is open to serious question. 

It is based, to start with, on the assumption that “better informed 
consumers” are now, or can be in the future, enough better informed 
“to pressure the doctors into using a finer discrimination.” 

It depends on a second assumption that is also unrealistic: namely, 
that even if so pressured by “better informed consumers,” the doctors 
themselves are well enough informed about prices to exercise that 
“finer discrimination.” 

And, finally, even if consumers could become so remarkably well 
informed that they could exercise intelligent pressure, and if doctors 
could become familiar enough with the price-performance ratio of 
hundreds of drugs to exercise a shopper’s sophistication in writing 
prescriptions, the assumption that such an unlikely series of even- 
tualities would be desirable is far from sound. 

Any hope that consumer-physician buying intelligence can be intro- 
duced into the present market for prescription drugs requires a pro- 


found change in the legal controls upon which we depend for assur- 
ance of quality in these products. Spokesmen for the largest Rae 


maceutical companies have repeatedly declared that there is a threat 
of substandard quality associated with lower-cost, generic-name drugs. 

From the humane point of view, no matter how low or how high 
the price, the threat of substandard drugs is too expensive to be toler- 
ated, too expensive in a coin more precious than cash. 

I will return to this Jast point later. But let me take up the as- 
sumptions that lie behind the idea that consumer self-help is a pos- 
sible way out in this drug price predicament. 

It is obvious that consumers cannot become well informed about 
the relative efficacies of different drugs for similar conditions. Even 
our physicians, according to testimony presented here, can no longer 
keep up with the rapid pace of new drug developments and new dos- 
age forms. 

Nor can consumers be expected to insist that their physicians write 
prescriptions in generic rather than in brand names. 

Most consumers don’t know either the brand or the generic name of 
the drugs prescribed for them. The most illegible writing in the 
world is the mysterious shorthand the doctor scrawls on his prescrip- 
tion pad. The bottle that comes from the pharmacy has on it only a 
number, the patient’s name, directions for use, and the doctor’s name. 
Nothing more. 

There probably exist few organizations in the world as dedicated 
as Consumers Union is to the propositions : 

(1) That the consumer is educable; and 
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(2) That educated consumers contribute materially to the solutions 
of many economic problems. 

But even when the consumer is in the best of health, he has more 
than enough problems in allocating his income rationally over thou- 
sands of highly processed products, described in conflicting advertising 
claims, promoted with unrealistic price tags, and sold on credit terms 
stated so as to conceal the cost of the debt he is induced to undertake. 

When he or one of his family is sick, none of these pressing problems 
abate. They are, rather, compounded by loss of income, by high 
medical costs, and by the fear of death or disablement. 

To ask that the consumer undertake to learn enough about the com- 
plex field of drug terminology and drug marketing intelligently to 
pressure his physician toward economy in the writing of prescriptions, 
is to ask, simply, much too much. 

There are numerous problems that arise in a dynamic, complicated, 
highly technical and necessarily complex culture like ours that cannot 
be solved by individual effort. This is one of them, 

Nor can the physician, in most cases, be expected to know the price 
of the prescription he writes; or what would be the price if he wrote 
one rather than another name for the drug, or the compounds of 


drugs. 

Ho tanihit be expected to keep up with the brand name explosion in 
ethical drugs. He has no adequate guide available to him through 
this flood of product differentiation to those innovations which are 
meaningful, and to those that are most useful at least cost. 

Without such a guide, the doctor cannot be expected to be able to 
shop for his patient when he prescribes for him. And yet only the 
doctor can make the buying decision under present trade and profes- 
sional practices. 

The druggist, who is more apt to know the price differences between 
one make and another of the same drug, is not allowed to substitute the 
lower cost drug, even though on his shelves there may be among the 
many meaningless brand duplications a sizable price range available 
for the same drug. 

When we speak of the purchase of a prescription drug, that word, 
“purchase,” takes on a meaning that is not comparable to the economic 
erperiqnee implied in the acquisition of any other goods. The need 
to buy prescription drugs, the demand, is dictated by the largely un- 
controllable and unforeseen incidence of illness. 

The decision to buy is made, not by the consumer who pays, but by 
the doctor who may not even know the price of the product chosen. 

The druggist, from whom the purchase is made, knows the price, 
and, if there are such, the competing prices; but he has no power to 
exercise decisive influence over the doctor’s order. 

Thus, the consumer who pays for prescription drugs is at the 
meey of two forces over which neither he, nor his physician, nor 
his druggist can exercise control of choice—physical illness, on the 
one hand, and a set of trade, professional, and governmental prac- 
tices and controls on the other, that add up to a total situation that 
is uniquely impervious to individual action. 

In terms of the economist, the pricing policies of the pharma- 
ceutical industry are completely removed an the discipline of con- 
sumer sovereignty. And these policies thus totally sheltered from 
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this basic antimonopoly, corrective force now dictate the price of 
one ee over whose douiana there frequently hovers the fear of 
death. 

To call the consumer simply captive under these circumstances is 
to distort a harsh condition with much too mild a word. 

Bad as the position of the prescription drug purchaser may be 
from an economic point of view (and it is bad enough to be fairly 
termed a situation that does violence to some of the fundamental 
concepts upon which we base our way of life) it now appears from 
statements made in testimony before this committee that we con- 
sumers of prescription drugs are also threatened with substandard 
drugs—“junk,” as one industry commentator put it. 

Let me quote something which Abbott Laboratories said in an 
oe challenging the veracity of the Life article referred 
to earlier: 


Many unbranded drugs have been proven inferior, as a scrutiny of Food and 
Drug Administration citations would show. A physician typically prefers 
not to take a chance on unbranded drugs, especially with those turned out 
by firms operating within a State and therefore not subject to Federal food 
and drug laws. With most things we buy, we rely on the quality and integrity 
of brand names. In the case of drugs, this is even more important than with 
other consumer items, since the heaith, and even the life, of a patient may be 
at stake. The brand name is the physician’s assurance that the drug he pre- 
scribes is the exact drug the patient receives. 

That is one of the most disturbing statements yet addressed to the 
consuming public on this whole troublesome problem. That the 
threat of substandard drugs can be bandied about so freely; that 
spokesmen for leaders in the pharmaceutical industry can offer this 
threat to life as a justification for their present pricing and market- 
ing policies; that even a Congressman can say (and I quote from the 
Congressional Record) : 

No, thank you, I would not give any cheap drugs from a small company 
to either my family or my patients; they might be just as good, and again— 
funerals are so expensive— 
that such statements as these can be made by responsible spokesmen 
comes as a considerable shock. 

Whoever equates “substandard” with “generic name” drugs surely 
must be aware that in some States welfare agencies require, as an 
economy measure, that generic names be used for drugs in prescrip: 
tions written for patients on relief. He also must know that some 
months ago the American Medical Association approved a resolution 
encouraging doctors to use generic names in writing prescriptions 
for welfare patients. 

If it is indeed true that there does exist a threat of substandard 
drugs and that low-cost generic name drugs are not reliable—and to 
raise such a specter falsely would be an unforgivable use of false 
fear to deflect public attention from high prices—if, I repeat, there 
is a threat of substandard drugs today, then there is no way out for 
all of us other than to dispel completely this intolerable uncertainty. 

But the statement in the Abbott Laboratories advertisement to the 
effect that we can rely on the quality and integrity of brand names in 
= things we buy is not supported by our investigations at Consumers 

nion. 
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On the basis of tests of many thousands of brands of many kinds of 
consumer goods, we have found that neither brand name nor price 
bears any consistent relationship to quality. In fact, to those of us 
who have watched the development of product promotion closely, and 
who have followed the spread of the spirit of the promoter from the 
medicine man to the TV program of today, one very unhappy devel- 
opment has been the subjection of the physician since World War II 
to one of the most offensively lavish promotional outpourings yet wit- 
nessed. And we who listen hours a day to the conflicting claims made 
by various brands of deodorants, cold remedies, toothpastes, hair 
dyes, headache remedies and laxatives—claims made frequently by 
the same companies which also promote and sell brand name prescrip- 
tion drugs to doctors—we television viewers and radio listeners can- 
not help but feel a sympathetic uneasiness for our physicians, sub- 
ject as they are to the equally intensive and extravagant: hard sell 
directed at them. 

It may be that the drug industry has mysterious recourse to an 
exclusively oriented conscience when it: sells brand names to doctors; 
but it will be no easy task to convince us who are subject to some 
1,600 sales messages a day (that is what the advertising industry 
claims as its impact on the average consumer). 

In short, we at Consumers Union find that the protection against 
the threat of substandard drugs which is offered to the public by the 
pharmaceutical industry—namely, brand names—is both unsatisfac- 
tory and self-serving. 

The degree to which the large, brand-name pharmaceutical com- 
panies are apparently willing to risk public safety to preserve their 
own peculiarly privileged position in the marketplace was made 
sinaileatio clear just 7 years ago—— 

Senator Harr. Mrs. Brady, Mr. Chumbris has a question. 

Mr. Cuumpris. There is only one question that occurs to me on 
your previous statement about. the advertising of certain things over 
television and the certain proprietary drugs that are being advertised 


on television, and comparing it with drugs that are being advertised 
directly to doctors. 


Mrs. Brapy. Yes. 

Mr. Cuumpris. Now, Congress in its wisdom placed a restriction 
on advertising of prescription drugs that go to the doctor, 

Mrs. Brapy. I wasn’t aware of that. Will you tell me where that 
restriction lies? 

Mr. Cuumpris. In the Federal Trade Commission Act. It was 
amended so that doctors, the drug manufacturers that advertise 
directly to doctors, are not within the false advertising section. 

Mrs. Brapy. Oh, yes. In other words, the drug manufacturers—let 
me put it the other way. In other words, the advertisement to the 
doctor is without governmental control, escapes governmental control. 

Mr. Cuumpris. As long as there is nothing in the advertisement, 
let’s say the American Medical Association material that goes out, that 
is actually false. 

In other words, if the advertisement, itself, contains something false, 
then, of course, they don’t come within that particular exception. 
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But the point I am trying to bring out is this: that there is one rule 
for advertisements that go directly to doctors under that amendment 
‘to the Federal Trade Commission Act. 

Then there is another: 

Mrs. Brapy. I think I know the amendment to which you are 
referring. 

Mr. Cuumprts. Yes. 

Mrs. Brapy. And it was, as a matter of fact, up for some question 
in this recent Pfizer case. But if I understand that correctly, it has 
been interpreted in the past by the Commission to mean that the truth 
or falsity of the ads to doctors was not within the Commission’s 
purview. 

Mr. Cuumpris. Now, let’s go one point further. Could you contend 
that a drug manufacturer could advertise directly over television to 
the public prescription drugs ? 

Mrs. Brapy. No, not at all. This isn’t what I have said. 

Mr. Cuumeris. All right, I understand. 

Mrs. Brapy. Yes. 

Mr. Cuumpris. But the point I am trying to bring out is this: 

That if the prescription drug cannot be advertised directly to the 
public, does your statement bring an implication that the type of 
advertising that goes directly to the public on canned goods or pro- 
prietary drugs shall be compared in the same light with the adver- 
tisement on prescription drugs that goes to the doctor? 

Mrs. Brapy. Let me put it this way: A number of companies that 
make proprietaries, which are advertised over the air, also made pre- 
scription drugs which are advertised to doctors. 

Now, when these companies advertise over the air, they are known 
to be subject to the Federal ‘Trade Commission truth-in-advertising 
law. When these companies advertise to doctors, there is some question 
as to the degree of the Federal Trade Commission power to compel 
honesty in their ads to the doctors. 

The Federal Trade Commission has a power limited, hamstrung, 
by procedures and the law, itself, to require that the ads to us con- 
sumers have a certain degree of truth in them. 

Now, let’s take the case, however, of one company which advertises 
both to doctors and does advertise to us consumers, Carters Little— 
now no longer liver pills. For 17 years this company falsely adver- 
tised their pills to the public, and finally as the result of a Supreme 
cn decision had to drop the word “liver.” Now, all I am saying is 
this: 

That we have been given a picture of this company’s degree of pre- 
cision in its description of its products in the case of Carter’s Little 
Liver Pills. We don’t get prescription drug ads, but we get ads com- 
ing from the same company that sells prescription drugs. 

And the degree of precision and their understanding of truth, when 
they talk to us, certainly gives us a sense of what their understanding 
of truth is. 

Now, as I have said, it may be, when this same company talks to 
doctors, they have recourse to an exclusively oriented conscience. 
They may be much more careful about what they say to doctors than 
they are about what they say to us. But this has never been docu- 
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mented. All that we have seen documented are Carter’s Little Liver 
Pills, deodorants and things of this sort. 

So we, we consumers, cannot have much faith until there is a clear 
documentation of the absolute truth of the advertising these com- 
panies send to doctors. 

Our experience doesn’t lead us to have this faith. Maybe there is 

ounds for it, but we haven’t had the experience that tell us what 
these grounds are. 

Mr. Cuumpris. Thank you. 

Mr. Drxon. Mrs. Brady, the part of the law that you and Mr. 
Chumbris have been discussing is section 15 of the Federal Trade 
Commission Act. 

It was part of that portion of the basic act which was amended by 
the Wheeler-Lea amendment in 1938, 

The specific section on advertising of ethical drug products to phy- 
sicians contains the limitation that the Commission will not proceed 
unless a material fact is kept away, from the physician. 

Your statement, I think, is pretty well true: that prior to the Pfizer 
case, the Federal Trade Commission had never proceeded. 

Mrs. Brapy. Under that section. 

Mr. Drxon. That does not mean that they should not have 
proceeded. 

Mrs. Brapy. I see; yes. 

Mr. Dixon. That merely means that they did not proceed. The 
Pfizer case is the first case they have chosen to proceed on. 

We have heard doctors here testify that they thought a doctor 
would have been misled by some advertisements that went to doctors. 
; “se Brapy. And this was not a material medical fact either, was 
it 

Mr. Dixon. For instance, to say to a doctor that a product put on 
the market had no side effects when it does have side effects, is that a 
material fact or not? Is it a misrgpresentation of a material fact? 
I think that it is something that should be studied. 

Mrs. Brapy. Thank you. 

Mr. Cuumpris. Mr. Chairman, I don’t think that Mr. Dixon—he 
stated that the absence of a material fact—I think we ought to read 
that section of the statute into the record so it will be clear, 

There is no advertisement of a drug that shall be deemed to be false if it is dis- 
sSeminated only to members of the medical profession, contains no false repre- 
sentation of a material fact, and includes or is accompanied in each instance 
by truthful disclosures of the formulas showing quantitatively each ingredient 
of such drug. 

The point is that “contains no false representation of a material 
af that is the part I want to enunciate. 

rs. Brapy.. Yes. 

Well, that is a very limited control, because a false representation 
of a material fact, of course, is not the only way to mislead. 

Mr. Cuumeris. But the point I wanted to bring out with you in 
my question was that prescription drugs are not advertised directly 
to the public over television like you see soaps and aspirin and canned 
goods, and whatever else it may be, 

Mr. Drxon, Mrs. Brady, there is nothing to prevent companies from 
advertising prescription drugs directly to the public. 
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Mrs. Brapy. I was going to say I believe I have seen advertisements 
of prescription drugs. They are described in ads that are referred 
to as, oh, what is that public relations name—institutional ads. 

In institutional ads of drug companies, I am sure I have seen refer- 
ences to prescription drugs. And, as a matter of fact, nonprescription 
drugs, proprietaries, are also advertised to doctors. So you are right, 
they could advertise it, and I think they have. 

Sennen Harr. You may proceed, 

Mrs. Brapy. The degree to which the large, brand-name pharma- 
ceutical companies are epperentty willing to risk public safety to 
preserve their own actually privileged position in the marketplace 
was made abundantly clear just 7 years ago, when Congress passed 
a new factor inspection law to clarify a portion of the Food, Drug, 
— Cosmetic Act which had been jeopardized by a Supreme Court 

ecision. 

I would like to recall that event to your attention, briefly, because 
it bears directly on the threat of substandard drugs. 

The case involved was the Cardiff case in which, on December 8, 
1952, the Supreme Court found that the factory inspection provisions 
of the food and drug law were uncertain and contradictory. 

As soon as that decision was reported, attorneys for the pharma- 
ceutical industry (according to testimony given before a House com- 
mittee by Mr. Leslie D. Harrop, president of Upjohn Co. and general 
counsel for the American Drug Manufacturers Association) gathered 
together to work out some legislative menieny 


The Food and D Administration had asked Congress to grant 


inspection privileges that would facilitate the enforcement of the law 


and make it easier first to spot and then to stop the distribution of 
substandard and/or misbranded food and drugs. 

To that end, the Food and Drug Administration had asked for the 
power to inspect: Plant sanitation, raw materials, formula cards, 
actual manufacturing worksheets, batch records, weight and measur- 
ing controls, packing techniques, sterility controls, potency controls, 

ing systems, facilities for maintaining separate identity for each 
drug, cleaning of equipment between batches, quarantine of drugs 
until after clearance with the control laboratory, qualifications of 
the technical staff, the complaint file of the firm, and druggists’ pre- 
scription files. 

hat the Congress finally granted, however, was, as Congressman 

Younger put it— 
compulsory inspection but * * * a very limited inspection. 


Time and time again in his testimony, Mr. Harrop, who spoke for 
the ethical drug industry group, reiterated that a “limited inspection” 
was all that the industry would support. 

We tried to draft a new section by exclusion and inclusion— 
he testified. But such a specific list of inclusions and exclusions, said 
Mr. Harrop, was given up by the industry’s legal counselors in favor 
of a general statement that— 


* * * was as restrictive (on inspection powers) as you could get language * * * 
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Moreover, Mr. Harrop made in testimony this astonishing state- 
ment : 


We do not intend and never have allowed them (FDA inspectors) to see 
manufacturing records. We have never allowed them to see complaint files * * * 

And, in fact, the oan granted under the Factory Inspection Act 
by means of which the Food and Drug Administration, with its limited 
resources, was to assure the quality of drugs sold in the Nation, were 
powers. that, as. Congress came to interpret them, did not grant that 
agency: The authority to inspect prescription files; access to com- 
plaint files; the right to look at the records of technical qualifications 
of key personnel; the opportunity to check formulas; and a number 
of other powers that the FDA had informed Congress were essential 
to the effective enforcement of the law. 

In short, the brand-name drug houses achieved their stated objec- 
tive: 

To legalize their refusal to grant those inspection powers without 
which inspection would be hamstrung. Thus, we have to conclude 
that whatever the Food and Drug Administration’s records may now 
show with respect to the quality performance of these brand-name 
houses, as opposed to that of the generic-name drug manufacturers, 
isa record meaningful only in its negative aspect. 

That is to say, where the FDA record does show substandard drugs, 
that showing has significance. But where the record is clear of cita- 
tions, such a record cannot be taken as affirmative because it may well 
evidence only the inadequacy of the FDA’s inspection powers. 

To put it another way, when the large pharmaceutical houses suc- 
ceeded in their pressure in 1953 for a strictly limited Factory Inspec- 
tion Act, they not only threatened the public welfare by opening up the 
way for a potential increase in the marketing of substandard drugs; 
they also doiiia to themselves a source of unbiased, non-self-serving 
evidence to support their own claims of quality. 

And so the Nation today is facéd with an absolutely intolerable 
situation: High and rising prices for prescription drugs accompanied 
by the threat of substandard quality, a threat that under present cir- 
cumstances is not limited to low-cost generic-name drugs, but hangs 
over the whole of the industry’s output. Thus, the basic problem is 
not. brand-name versus generic-name drugs. The problem is sub- 
standard drug quality. . 

The taproot of the oppressive prices and extravagant wastes as- 
sociated with brand-name selling in this industry is nourished in 
the inadequacy of our present legal controls designed to protect the 
sick from low-quality drugs. There is no escaping the urgent need 
to remove completely the possibility of the sale of any substandard 
drug by whatever name or at whatever prices. 

How this shall be done in detail, and what measures must be taken 
by Congress to provide both the authority and the financial resources 
that will be required, are matters upon which more meaningful com- 
mentary can be made by others than Consumers Union at this time. 

But let me state what seems to us a clear delineation of the objec- 
tive from the consumer’s point of view. It is this: 

By whatever means prove to be necessary, and in the shortest pos- 
sible time, the Federal Government must create within the drug in- 
dustry those circumstances under which any physician in the United 
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States may prescribe with full confidence in its potency, effectiveness, 

and freedom from adulteration, any drug oa of its price or 

its name, generic or otherwise, which he feels will most benefit his 
atient. 

Senator Harr. Mrs. Brady, thank you very much for a most inter- 
esting statement. 

Mrs. Brapy. Thank you. 

Senator Harr. Mr. Dixon? 

Mr. Dixon. Mrs. Brady, I think you have pointed out one of the 
very pressing problems before the subcommittee. 

We have heard about, and are fully cognizant of, the hard sell by 
this industry, including the references made to such things as drugs 
and the substitution of drugs, if they are prescribed generically. 

I would personally have thought that, havitig seen and heard so 
much along this line, some drug company by now would have pre- 
sented at these hearings a concrete eae of the same generic drug 
in the same dosage form that was inferior in quality. We have 
heard about it, but no one yet has pointed out a single example. 

It occurred to me that one of the drug companies would have come 
in and presented an example to the committee, if they had it. 

Mrs. Brapy. Mr. Dixon, is there a chance that the drug industry 
has raised this intolerable fear and there is.no basis for it? 

Mr. Drxon. That I don’t know, Mrs, Brady. I know that a claim 
of inferior quality of generic drugs has been made in support of 
trade-name drugs, but the basis for this claim has not been offered 
to this subcommittee. We don’t know whether any example exists, 
in fact. We have not had that proof laid before this subcommittee 
yet by any of the leaders of the industry who have appeared here. 

Mr. Cuumpris. May I interject at that point, Mr. Dixon. 

I think that Dr. Wilson very clearly stated yesterday that there 
is a difference between a drug that you may buy under the generic 
name and a drug that you may buy under the trade name, and I will 
quote from his testimony as to particular drugs. 

This is Mr. Wilson on page 5161: 

The attempt is to develop a product that is usable. Now you can buy aspirin 
for 9 cents a hundred and not get too much good out of them, or you can buy a 
good product. 

Now I don’t see any statement that can be any clearer than the 
difference between drugs in the generic name and the trade name. 

Mrs. Brapy. It does happen that we did—since it is not a prescrip- 
tion drug, we did do a considerable test on aspirin, and on the basis— 
this was a number of years ago—on the basis of carefully controlled 
laboratory tests, the lowest priced aspirin was as effective as the 
highest priced. 

And the advertising claims for the quick dissolving that are made 
by certain brands are misleading to a certain extent. The degree to 
which, or the rapidity with which, the aspirin will dissolve depends, in 
part, upon what is in the stomach, sir, when the aspirin gets there; 
and the manufacturer cannot control that. 

So on the basis of—as a matter of fact, I would be happy to submit 
to the committee our reports on aspirin which certainly evidence that 
the 9-cent aspirin was as good as the 69-cent aspirin. 
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- Senator Harr. Mrs. Brady, the committee would welcome that. 

Mrs. Brapy. I will be happy to send that to you. 

Senator Harr. That will be placed in the record as exhibit 382. 

(Exhibit No. 382 may be found on p. 11747.) 

Senator Harr. Let me make this comment at this point. 

In my opinion, the most serious fact that you have raised this morn- 
ing is the reminder that there are States which require generic name 
prescriptions—— | 
‘Mrs. Brapy. Yes. 

Senator Harr (continuing). In instances of patients on relief. 

. I think we had better get the answer to this problem. Is this prac- 
tice dangerous? If it is, it should be stopped. If it isn’t dangerous 
then it wouldn’t endanger anybody. 

Mrs. Brapy. That is right. 

Senator Harr. We had better settle this. 

Mrs. Brapy. We, as a nation, can certainly not condone second-class 
opportunity to live, which the pharmaceutical industry indicates we 
are condoning in the States of Connecticut, Michigan, and I believe 
now Kentucky. 

Senator Harr. There is an implication in that of either terrible irre- 
sponsibility——— 

Mrs. Brapy. That is right, ora terrible problem; that is right. 

Senator Harr. Mrs. Brady, Mr. Kittrie would like to ask you a 
question. 

Mr. Krrrrm. What I wanted to find out was this, essentially. Ap- 
parently, you seem to feel that there is no big difference between— 
right now—between the safety of drugs that are manufactured by 
some of the manufacturers with trademark names and some of the 
others ? 

Mrs. Brapy. Oh, no, Senator. 

Mr. Krrrrm. I am Mr. Kittrie, minority counsel. 

Mrs. Brapy. Excuse me. I hayen’t got my glasses on. I have 
assumed that there was a problem. It never occurred to me that the 
pharmaceutical industry would raise this as an issue unless they had 
adequate data to back it, because it is so serious a threat. 

Therefore, I assumed that it was true that we have substandard 
drugs on the market. 

Mr. Krrrri. As you know, the Food and Drug Administration has 
authority to inspect—— 

Mrs. Brapy. As I know, the Food and Drug Administration—— 

Mr. Krrrrre (continuing). Manufacturing facilities. 

Mrs. Brapy. As I know, the Food and Deng Administration has 
authority to inspect that is so limited that in their testimony in 1953, 
they indicated they could not do an adequate job with such limited 
authority. 

Mr. Kirrri. Now, the record of past seizures—and Dr. Austin 
Smith, I believe, submitted a table here—indicates very definitely that 
there were many more seizures of smaller manufacturers, ones that do 
not have brand names, than there has been of members of the pharma- 
ceutical manufacturing association. 

Mrs. Brapy. Dr. Austin Smith has access to material I haven’t seen. 
But with limited inspection powers, I would say no record is significant 
except on its negative side. Certainly, if the Food and Drug Admin- 
istration has been forced to make seizures, this indicates that there are 
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substandard drugs. But that they have no citations against large 
firms, we don’t know what that means. ' 

Mr. Kirrrm. You don’t imply that the Food and Drug Administra- 
tion is picking on smaller companies ? 

Mrs. Brapy. Not at all; but with limited inspection powers, such 
limited inspection powers, only the negative record is significant. 

The positive record may be—let’s put it this way: Let’s say they 
have 10 citations on small companies and 2 citations on large com- 

anies. 
. We can be sure that the citations mean substandard drugs. But 
we can’t be sure that this indicates 1 percent, 2 percent, 10 percent, 12 
ercent, 50 percent of what would have been the citations had there 
Geen adequate factory inspection powers. 

So the record is significant only in its negative aspects. It proves 
nothing positively. 

Mr. Drxon. Mrs. Brady, on that point, if Mr. Kittrie will yield just 
a minute, those seizures were made under the FDA’s authority in re- 

ard to safety. I would assume that “substandard” is not being used 
— in the sense of safety. It may be that or it may be something 
else. 

Mrs. Brapy. Well, subpotency may be safety. 

Mr. Drxon. It might be safety. But we have heard here that even 
though a drug is within U.S.P. standards, that because of the way it 
was compounded and put in finished form, perhaps it might not be of 
the same quality as a similar drug by a larger manufacturer who infers 
that his plant has better control. 

When the advertising says that you should not give to your loved 
one a substandard product, it could mean safety of the drug or it could 
mean a drug that is not quite as good. 

Mrs. Brapy. I would have to say with patients on welfare, with the 
American Medical Association adopting as a policy, as they have, the 
writing of prescriptions for patients on welfare, and the use of generic 
names, I would have to say it is intolerable, no matter what the dif- 
ference is, that there shall be a double standard of access to life in this 
country. 

Mr. Dixon. You mean if it is good enough for poor people, it ought 
to be good enough for everyone? 

Mrs. Brapy. I would say that I interpret the Declaration of Inde- 
pendence to mean equal access to life, as well as to pursuit of happiness 
and liberty. 

Mr. Drxon. We have had evidence—and we will hear more about 
that this morning—that the Military Medical Supply Agency which 
buys large amounts of drugs for Defense Department use buys them 
generically. We know that MMSA does this only after establishing 
safeguards of its own. It buys its drugs from large, small, and 
medium-sized firms, and we are certain that it would not use those 
drugs unless they were of the best quality. 

Mrs. Brapy. Lhopeso. 

Dr. Buatr. Mr. Chairman, may I ask a question ? 

Senator Hart. Dr. Blair. 


Dr. Buarr. Mrs. Brady, you state on page 11: 


But the statement in the Abbott Laboratories advertisement to the effect that 
We can rely on the quality and integrity of brand names in the things we buy is 
not supported by our investigations at Consumers Union. On the basis of tests 
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of many thousands of brands of many kinds of consumer goods, we have found 
that neither brand name nor price bears any consistent relationship to quality. 

Now, there, of course, you are speaking of the entire economy. 

Mrs. Brapy. I am speaking of the same range of goods that Abbott 
Laboratories ad is speaking of. In the Abbott Laboratories ad it says: 
“In most of the things we buy we rely upon brand names,” and I 
interpret that to mean nondrugs, because it goes on to say it is par- 
ticularly important that we do it in drugs. It is simply that our nearly 
25 years of operation have not evidenced any consistent relationship 
between brand name and price and quality. 

Dr. Bratr. If you have any evidence in earlier studies that you 
have made, similar to the study that you cited of aspirin, which would 
tend to support this statement in the field of drugs alone, it would be 
very helpful if you could submit it to the subcommittee. 

Mrs. Brapy. I am sorry, but we have done little in drugs, partially 
because, of course, we take the position taken by the AMA and the 
physicians that self-medication is a practice that should be highly 
limited, and that on prescription drugs our reports would be of no use, 
since there is no consumer sovereignty. 

So our tests have been more apt to be in face powder; some head- 
ache—aspirin I believe, I am not sure, is almost the only drug we 
have tested. But I will be happy to go through our records, and 
anything that seems to be germane—there might be some propri- 
etaries, some laxatives—I would be happy to submit as testimony. 

Dr. Buatr. That would be very helpful. 

; Senator Harr. We would appreciate it. Thank you again, Mrs. 
srady. 

The next witness is Capt. Herman R. Fahlbusch. He is the Deputy 
Executive Director of the Military Medical Supply Agency. Would 
you, Captain, identify for the record those who are with you? 


STATEMENT OF CAPT. HERMAN .R. FAHLBUSCH, SUPPLY CORPS, 
U.S. NAVY, DEPUTY EXECUTIVE DIRECTOR, MILITARY MEDICAL 
SUPPLY AGENCY; ACCOMPANIED BY COL. PHILIP E. McMAHAN, 
MEDICAL SERVICE CORPS, U.S. AIR FORCE, HEAD OF THE TECH- 
NICAL DEPARTMENT; AND MAX FEINBERG, HEAD OF THE DRUG 

AND CHEMICAL SECTION 


Captain Fautsuscu. I am accompanied by Col. Philip E. Mc- 
Mahan, U.S. Air Force, Medical Service Corps, who is the head of 
our Technical Department, and by Mr. Max Feinberg, a graduate 
pharmacist, who is the head of our Drug and Chemical Section. 

I am here at the invitation of your subcommittee to offer testimony 
relative to the operation of the U.S. Navy Military Medical Supply 
Agency under the single-manager concept, with specific reference to 
technical functions and the use of generic names in the procurement, 
inspection, and storage of medical material. 

Before starting this presentation, Rear Adm. William L. Knicker- 
bocker, Supply as s, U.S. Navy, Executive Director of the Agency, 
who is in Europe, has asked that I express his regrets in not being 
able to appear before this subcommittee today. I understand he will 
be available to testify before this subcommittee upon his return later 
this month. 
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Senator Harr. Thank you, Captain. 

Captain Fantsuscn. On January 1, 1957, the Military Medical 
Supply Agency was activated as the operating agency for the whole- 
sale supply management of medical'and dental material for the armed 
services under DOD Directive 5160.16, dated May 4, 1956. 

I believe a brief discussion of the organization and role played by 
the Military Medical Supply Agency will provide an understanding 
of the nature and scope of our mission, which is to effectively and 
economically meet the supply support requirements of the military 
services for those items for which material responsibility is assigned 
to the single manager for medical material. 

As designated by the Secretary of Defense, the Secretary of the 
Navy is the single manager for medical material. His operating 
agency for the discharge of this logistic responsibility is the Military 
Medical Supply Agency which is under the management control of 
the Bureau of Supplies and Accounts and the technical control of the 
Bureau of Medicine and Surgery. 

Chart No. 1 illustrates the selations ty of the Military Medical 
Supply Agency to other elements within the Department of Defense. 

The Armed Services Medical Materiel Coordination Committee 
(ASMMCC) under the technical control of the Bureau of Medicine 
and Surgery consists of one representative of each of the three Sur- 
geons General with a small permanent staff—altogether about 28 
people. 

The Committee in accordance with its charter (DOD Directive 
5160.23 dated Mar. 23, 1957), advises the Military Medical Supply 
Agency in the implementation of technical functions. 

I should like to emphasize a paramount function of the Committee 
which is the application of professional judgment in the selection of 
medical items to be carried in the single-manager medical distribution 
system. 

Therefore, medical items are neither added to nor deleted from the 
distribution system unless approved by this professional group. 

Chart No. 2 shows the adininisthaide framework of the Military 
Medical Supply Agency. While the agency is staffed by Navy Supply 
Corps officers and Medical Service Corps officers of the Army, Navy, 
and Air Force, there are no Medical or Dental Corps officers assigned. 

All of the medical and dental professional guidance and advice of 
the Surgeons General of the military services is made available to the 
Military Medical Supply Agency through the Armed Services Medical 
Materiel Coordination Committee. 

The Technical Department, which is headed by Colonel McMahan, 
is responsible for all technical functions assigned to the agency; it 
develops effective methods and procedures for the accomplishment of : 

(1) Quality control, (2) chemical and physical laboratory testing, 
(3) coordination with the Armed Services Medical Materiel Coordin. 
tion Committee in selection and deletion of items, (4) the Military 
Medical Supply Agency responsibilities in the Federal cataloging and 
ernneadinaon programs, and (5) liaison with the Naval Inspection 

ervice. 

Within the Technical Department the nomenclature selected to 
catalog drugs is a function of the Technical Publications Division. 
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As you are undoubtedly aware, for many years each technical bu- 
reau, technical service or command published its own catalog devising 
its own system for naming and identifying items. 

In 1952, the 2d session of the 82d Congress passed Public Law 436, 
entitled “Defense Cataloging and Standardization Act,” establishing 
4 single catalog system for the Department of Defense. 

The Armed Forces Supply Support Center in implementing this 
law published a Federal manual for supply cataloging, which covers 
among other cataloging matters the criteria for developing the catalog 
name of an item. 

I should like to quote the criteria which govern the selections of 
names for drugs and chemicals: 


A basic name for a drug or chemical of medicinal grade shall conform to the 
English title as set forth in the Official Standards of the U.S. Pharmacopoeia, 
National Formulary, New and Nonofficial Remedies, U.S. Dispensatory, and 
publications of the American Chemical Society, in that order of priority, modi- 
fied to the extent that the basic noun or first part of the basic noun phrase 
shall indicate the principal ingredient. | 

Items not contained in an official compendium are assigned a 
generic name. In those instances where an item is made by a single 
manufacturer, and the item is known principally by its trade name, 
we assign a generic name describing the principal ingredient; or a 
chemical name if more descriptive. The Department of Defense 
catalog section for drugs, biologicals, and official reagents contains 
approximately 1,000 items, and does not list a single item under a 
trade name. 

It is recognized, however, that in many cases doctors have become 
accustomed to the use of trademarks-trade names when prescribing 
drugs. 

o assist in identifying the desired drug the alphabetical index to 
the Department of Defense Catalog includes various trademarks-trade 
names cross-referenced to the Federal item name. 

For example, Achromycin tablets are cross-referenced to FSN 
6505-286-7302 tetracycline hydrochloride tablets, USP; Equanil and 
Miltown tablets to FSN 6505-550-8464 Meprobamate tablets; Terra- 
mycin tablets to FSN 6505-299-8275 Oxytetracycline tablets. : 

would like to point out that the following statement appears in 
the Department of Defense Catalog : 

Information contained in the alphabetical index related in any manner to the 
product of a commercial manufacturer has been included merely as an aid to the 
conduct of official business and does not indicate an endorsement of a com- 
mercial item listed in preference to comparable items which may not be in- 


cluded in the index. 

Within the Department of Defense, only the Military Medical 
Supply Agency submits Federal cataloging data for medical material 
to the Armed Forces Supply Support Center for final approval. 

It will be seen that this method of cataloging drugs facilitates par- 
ticipation in the Department of Defense standardization program, the 
goal of which is the reduction of varieties, types, and sizes of gen- 
erally similar items in the Department of Defense Supply System. 

For example, by using the generic name of tetracycline hydro- 
chloride tablets, we include Achromycin (Lederle) , Tetracyn (Pfizer), 
Polycycline (Bristol), Steclin (Squibb) and Panmycin (Upjohn)— 
all are trade names for this item. 
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Attached ‘asenelosure '(1) is‘a list’ which further illustrates how 
trade named drugs are grouped under one generic name and also shows 
the last Military Medical Supply Agency contract price for these 
drugs. This system further prevents duplication of items and con- 

uently the'number of items in our system is minimized. 

“tl would like now to discuss the quality control procedures em- 
ployed by the Military Medical Supply Agency. : 

Price to the contracting for items oe in replenishment of dis- 
tribution system stocks, the Milita edical Supply Agency, in ac- 
cordance with the Armed Services Procurement Regulations and the 
Navy Materiel Inspection Service Manual (ONM Instruction 5000.3) 
requests the cognizant field office of the Navy Materiel Inspection 
Service to conduct pre-award surveys of prospective contractors for the 
items involved. 

This preaward survey includes specific reference to previous con- 
tractual performances, production and control techniques, inspection 
and quality control procedures, plant and testing facilities, and the 
determination of competency al knowledge of management and of 
employees. 

In the case of a prospective contractor for drugs, the following are 
specifically investigated : 

(1) The testing and care of ingredients to be used in manufacture 
of the product; 

tS ecords to be maintained thereto; 

3) In-process inspection ; 


(4) Lot and control numbering systems; and 
(8) Testing of the end product. 


n addition, the survey reflects an inspection of the housekeeping 
facilities of the manufacturer. This includes a check of the plant 
facility for window screening, proper ventilation, freedom from ver- 
min, rodents, dust, and refuse. Floors, ceilings, and walls of rooms 
must be clean at all times. 

Provision must be made for adequate drainage and all equipment 
must be kept clean. Adequate lavatories and washrooms must be 
available. 

Provision must be made for potable water, refrigeration, and sterile 
areas as required. There must be facilities for cleaning glassware to 
be used as containers. There must be proper areas for weighing, mix- 
ing, granulating, and/or compounding any finished or semifinished 
product, coating of tablets, and the packaging of the finished product. 

Manufacturers who meet these criteria are considered to be quali- 
fied suppliers. 

Upon award of a contract, the cognizant inspector visits the con- 
tractor’s plant prior to commencement of production to assure that 
the contractor understands all phases of the specifications and the 
quality control and testing procedures which are required. 

Military Medical Supply Agency contracts include a supplier’s re- 
sponsibility clause which requires the contractor to inspect and test 
his own material and to maintain applicable records for review by the 
Inspectors. 

ognizant inspectors may visit plants during production to witness 
the compounding, mixing, and/or formulation of products. At his 
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discretion or upon specific instruction from the contracting officer he 
may— 
(1) Witness all inspection and tests performed by the manu- 
facturer; © 
(2) Sample, reexamine, and retest all or part of the material 
himself; and 
(3) Accept contractor’s protocols or certificate of quality indi- 
eating actual tests performed and results obtained. 

The inspector may require samples to be sent to commercial labora- 
tory facilities or to the Military Medical Supply Agency laboratory 
when he is in doubt of the quality of the material being furnished. 

In any event, no material is released for shipment unless the in- 
spector is satisfied to the best of his knowledge that the contractor has 
fulfilled the contract requirements. 

Medical material in store at distribution depots is subject to sur- 
veillance inspection. The purpose of this inspection is to assure only 
the highest quality medical supplies are issued to the armed services. 
‘The surveillance inspection includes the periodic sampling, testing, 
and evaluation of medical material with special emphasis on drugs that 
are subject to deterioration. 

The surveillance inspection is carried out by technical personnel 
at the depots, based upon guidelines and assistance provided by the 
Military Medical Supply Agency. In this connection the Military 
Medical Supply Agency has published an “In-Store Quality Control 
Manual” to assist depots in establishing and maintaining a quality 
control program. 

This manual is composed of two parts. The first includes general 
procedures with respect to statistical sampling, quality levels, classi- 
fication of defects and reporting. The second contains specific in- 
formation on an item-by-item basis with respect to signs of deteriora- 
tion, serviceability, quality levels, shelf life, cyclic inspection periods, 
and shipping and storage recommendations. 

If, as a result of surveillance inspection, defective or suspect material 
is found, the material is suspended from issue and the pertinent facts 
are reported to the Military Medical Supply Agency. 

Based on the nature of the report, the material will be tested in the 
laboratory of one or more of the following: Military Medical Supply 
Agency laboratory, Walter Reed Army Medical Center, Bethesda 
Naval Medical Center, National Institutes of Health, and the Food and 
Drug Administration. 

If the material is found not suitable for issue and use and is within 
the guarantee period, appropriate proceedings with the supplier are 
initiated. 

If not within the guarantee period, disposal action is taken in ac- 
cordance with existing disposal iractiven 

This concludes my presentation, and I thank you very much for this. 
opportunity to appear before this subcommittee. 

(The charts a tables referred to follow :) 
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Senator Harr. Thank you very much, Captain. 

After that recital, I feel that the committee would want me to 
comment that it would appear that the military services are economi- 
cally and effectively meeting their responsibility. But I guess we 
would have to accept the statement only tentatively because even in 
the best of these management schemes, there may be mistakes. But 
it sounded good. 

Mr. Dixon. Captain, enclosure 1 to your statement gives examples 
of purchases by the MMSA. The first column shows the Federal 
eiedk number and the name of the drug. The second column gives 
the item identification, which I would assume to be the generic name. 

Captain Fanieauscn. Yes, sir. 

Mr. Drxon. The next column shows the last contract price per 
unit. That is the last price you paid? 

Captain Fautseauscu. That is correct, sir. 

Mr. Drxon. The next to last column shows the trade names of the 
item and the commercial suppliers are listed in the last column. 

Under tranquilizers on the first page of your enclosure, there is 
listed stock No. 6505-290-0022. The item is reserpine tablets, U.S.P. 
0.25 mg., (1/250 gr.), 1,000’s. 

Captain Fanteauscn. 1,000-bottle containers. 

Mr. Dixon. Your last contract price is 51 cents. 

You have listed the trade name as Serpasil tablets by Ciba; Rau-Sed 
tablets by Squibb; Sandril tablets by Lilly; Reserpoid tablets by Up- 
john, and so on. 

The record shows during earlier hearings that the price that Ciba 
charged for this quantity of product was $39.50. You were able to 
buy it for 51 cents. I certainly congratulate you on your ability to 
buy for 51 cents. I don’t know whether the Government should be in 
such a position that they can get it that cheaply. I do think that 
under our competitive system, you should have that chance to get it 
that cheaply. But the public is getting it at a price that is based 
upon $39.50, plus what the retailer adds to it. 

When we had one of the smaller companies before us, we had some 
of your exhibits that you have been kind enough to furnish us and 
they were made a part of this record. I believe the cheapest price 
you paid for that drug at that time was about 60 cents. 

When I asked the president of Ciba if they made money when they 
sold to you at 60 cents, he said no, that it was a most unfortunate 
experience, and I believe that they thought they had lost money. 
They indicated, or I had the impression, that it might not happen 
again. Yet, you bought it even cheaper than that. You bought it 
for 51 cents from the same company. 

Captain Fantsuscn. No, sir, Toei Panray. We received it at 51 
cents from Panray. 

Mr. Dixon. Did you get it from Panray ? 

Captain Fantpuscn. Yes, sir. 

Mr. Drxon. On this particular purchase? 

Captain Fantsuscn. Yes, sir. 

Mr. Dixon. Panray is one of the smaller companies? 

Captain Fanteuscn. Yes, sir. 

Mr. Dixon. Panray had been subjected to all of these control exam- 
inations that you describe. The vice president of Panray described 
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their control methods and testing before us in considerable detail. 
Certainly in order to be the successful bidder at MMSA, they had to 
meet your conditions also? 

Captain FaniBuscu. Absolutely. 

Mr. Cuumpris. Mr. Dixon, would you yield just one second? 

Does that mean, then, Captain, that the figures, the last contract 
price per unit, does not necessarily reflect the price that the company 
over on the end would be the successful bidder ? 

Captain Fautsuscu. The price shown under “Last Contract Price 
Per Unit” column is the price quoted to us by one of the companies 
shown under “Comanieciel Suppliers.” 

For example, we show in here, we have indicated in our copy, 
which I believe Mr. Dixon has, that Panray was the successful bidder 
by putting an asterisk after hisname. We had done that later, rather 
than in our original. We did pay 51 cents a thousand to Panray for 
the Reserpine tablets. 

Mr. Cuumeprtis. I just wanted the record to be clear that since 
Panray wasn’t shown here, whether that would mean that these other 
figures might not relate to the company on the last column. 

Captain Fanxsuscn. I am not quite sure what you mean, Mr. 
Chumbris. 

Mr. Cuumpris. Right here you have 51 cents. 

Captain Fanteuscn. Yes. 

Mr. Cuumpris. But I don’t see Panray listed. 

Captain Fautpuscu. No. 

Mr. Cuumpris. You said they were the successful bidder. 

Captain Fan.suscn. They were. 

Mr. Cuumeprts. Then in the ones above and below that and in the 
other pages, would that last contract price per unit be the price that, 
let’s say Roche Laboratories paid for the sulfa, $10.49 ? 

Captain Fantsuscn. The price that Roche Laboratories charges, 
take the first item, sulfisoxazole, for it their blue book price is $10.49. 

Mr. Cuumerts. They were successful ? 

Captain Fan.puscu. They were the successful bidder in that in- 
stance. That could apply on many of these, and I believe that Mr. 
Dixon has that information. 

Dr. Buarr. Mr. Chairman, I would like to suggest that in the record 
there be substituted in place of the table as presently presented a re- 
vised table which will provide the information that Mr. Chumbris was 
seeking; namely, the identity of the company to which the specific bid 
was awarded, 

Senator Hart. Whichever is the easier, either adding that as an 
additional column on the exhibits we have, or a new exhibit. 

Mr. Dixon. Mr. Chairman, in order to make the exhibit more useful, 
I also request that you instruct the staff to prepare a chart comparing 
this last contract price with the blue book price for each one of these 
items here, so that it will be a little more meaningful as to the whole- 
sale price of these products. It will bea table. 

Senator Harr. That will be a table in addition to the one we have 
here. That will be done and entered as exhibit 383. 

(Exhibit No. 383 follows :) 
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Dr. Buatr. So that I understand the instructions correctly, Mr. 
Chairman 

Senator Harr. We are going to have an exhibit which will answer 
the question Mr. Chumbris raised and which is a relevant one, cer- 
tainly—from what source did the Agency obtain the identified dru 
at the ag uoted in the third column of the exhibit we have; and, 
secondly, a chart, graph, or whatever best represents the comparison 
of the blue book price. 

Dr. Buatr. In view of the fact that the Blue Book price, of course, 
reflects distribution expenses, selling and advertising costs that are 
not involved in sales to the Government, perhaps the table could best 
be presented by relating the price to the Government as a percentage 
of the price in the Blue Book. Then it could also indicate whether 
there are many suppliers for the product, as is the case for reserpine, or 
whether there are only one or two suppliers; for example, tolbutamide. 

Such a reo regser would show whether or not the Government 
tends to obtain its price concessiohs on products in which there are 
many sellers, as contrasted to those wtoduicis which are sold by only 
a very few companies. 

Would that form of presentation be acceptable, Mr. Chairman ? 

Senator Harr. I am not at all sure I understand what you have 
in mind. However, because I share, I think, the sensitivity that some 
of the manufacturers have had to earlier exhibits, identify on the chart 
the fact that we are talking here about procurement by an agency that 
has its own efficiencies which are reflected, and that the method of sale 
is not identical, by any means, with the sale to me as a consumer. 

I hope you can make that clear. 


Dr. Buam. That is why I suggested the method of sapien 


which I have outlined here, in order to avoid what mig 
leading inference. 

Senator Harr. That, I think, is a legitimate request by the manu- 
facturers. Do it in that fashion, and‘I think we would be best served. 

Dr. Buam. It would be misleading to infer that the two prices are 
directly comparable, because obviously the Blue Book price does in- 
clude costs not incorporated in the price to the Government; namely, 
advertising and selling costs. 

Senator Harr. Very well. i 

Mr. Cuumpris. Mr. Chairman, may I just ask the Captain: 

In this case of the 51 cents on the tranquilizers, what was the total 
amount of that particular purchase in thousands of dollars? 

Captain Fantsuscn. I do not have that figure, I will be happy to 
su ply that in our new enclosure. We will show you the quantity 
: the last procurement on all of them, so that you will have that’ 

gure. 

Mr. Cuumpris. The reason I asked the question, for instance, it 
was brought out that Ciba had one successful bid, and as Mr. Dixon 
carefully stated, Ciba said they did lose money, and it was one oc- 
casion, and they never would do it again. 

If a company does $100 million worth of business and they bu 
$100,000 on this one bid, that is a very small fraction on their busi- 
ness and price and the price they get for this as against their regular 
price wold not be too relevant. 


t be a mis- 
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Captain Fan.ieuscu. Yes. 

Mr. Drxon. Captain, with reference to enclosure 1, to make the 
record perfectly plain—I am not sure you did—these prices were ob- 
tained under your competitive bid procedure; you sent out invitations 
and you received these bids? 

Captain Fanteuscu. Either through an advertised bid or through 
a negotiated bid, that is correct, sir. 

Mr. Drxon. Just for reference here, we were talking about reserpine. 
Dr. Blair mentioned tolbutamide tablets listed on the next page. The 
trade name of that product is Orinase. At hearings here last. week, 
we found that Upjohn was the sole source of Orinase in this country. 
You were able to obtain Orinase 0.5 gram, in quantities of 50 at $4. 
I believe the blue book price on that product is $5.25. Here we have 
an example of where the price range is considerably narrower, but 
you only have one source. 

reserpine, our information is that this product is widely licensed 
to manufacturers who, in turn, make the bulk product available to 
smaller companies, who compound a tablet. Therefore, they had the 
product available to sell. 

I assume that you have had a number of bidders on a product like 
reserpine ¢ 

Captain Fautsuscn. Yes, sir. . 

Mr. Drxon. And as this bidding evolved over a period of time, the 
price has gradually come down to where you were able to buy it for 
51 cents. 

But on Orinase, having the one source, the last price is $4. That is 
reflected in other instances. On chlorpromazine, which is Thorazine, 


there is one domestic supplier, Smith Kline & French, and that price 
per unit, 100 milligrams, in quantities of 500, was $33.37, as contrasted 
to the blue book price of $46.32. a once again, the price break is not 


as great as in that instance where there was competitive bidding. I 
think that is apparent, isn’t it, Captain ? 

Captain Fau.suscu. Yes, sir. 

Mr. Dixon. Captain, could you give us an estimate of the number 
of drug manufacturers who have been inspected from time to time 
and found eligible to bid to MMSA on ethical drug products? 

Captain Fantsuscu. That would be under Colonel McMahan’s de- 
partment. He and Mr. Feinberg are directly responsible for that. 

Senator Harr. Captain, if you care to, the Colonel can reply. 

Mr. Drxon. Can you give us an estimate, Colonel ? 

Colonel McManan. Well, every drug house with whom we place 
a contract is inspected. I believe I could say that there are approxi- 
mately 20 major suppliers in the drug industry, and I would say ap- 
proximately 50 of the smaller drug houses with whom we do business. 

I don’t like to be evasive here, but I would say somewhere around 
100. 

Mr, Dixon. That approximation is fine. In other words, they were 
inspected and did become eligible to make bids, whether they were suc- 
cessful or not; is that correct? 

Captain Fauteuscu. No, sir. If I understand you correctly, sir, 
we would only inspect the low bidder. 

Mr. Drxon. I see. 


RTO ete eben 
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Captain Faursuscu. If on inspection of the low bidder we found 
that his plant did not meet the quality standards which we insist 
upon, we would go to the next higher bidder. 

Mr. Drxon. I see. 

In other words, all the 100 companies that pe are talking about, 
Colonel, were the low bidder at some time and were inspected ? 

Colonel McMaunan. That is correct. 

Mr. Drxon. There could have been many more that bid but, because 
they were not low bidder, they never were subjected to inspection ? 

Colonel McManan. That is standard procedure. There are many 
low bidders who do not pass plant facility inspection or quality con- 
trol. 

Senator Harr. In how many instances have you found plants that 
you were not satisfied with ? 

Captain Fautsuscu. Actually, Senator Hart, there have not been 
very many. There have been companies which come in on a low bid, 
but they have been a very small, number of a that we have 
inspected, because they are all well aware of the inspection which 
they must undergo prior to the award of a bid, and outfits who know 
they would not pass do not submit bids. 

Mr. Dixon. Certainly, captain, the inspection that these companies 
must pass through is very detailed ? 

Captain Fauipuscu. Yes. 

Mr. Drxon. And I would say very worthwhile. 

Dr. Blair informs me that some of the companies he has talked 
to say that these requirements are too rigid. But, certainly, I would 
think that they would insure the quality control that you, or anyone 
else, were looking for. 

Captain Fan.suson. Sir, I might go to that hospital, too. 

Mr. Dixon. And so may some of the rest of us. 

Of course, there is no such governmental overriding quality con- 
trol or inspection control that I knew of in our Federal statutes as of 
this moment. 

On the question of safety, it would be foolish for anyone to say 
that that might not evolve into the overall question. But you go be- 
— that, I would assume, here. You want not only a safe product, 

ut you want to be sure that you have a controlled product, that you 
have a product that will measure up in all respects and in every 
instance. 

I assume that is one of the overriding purposes? 

Captain Fantsuscu. That is absolutely correct, sir. We do do 
that. We do it not only at the plant, but we do it in our depots and 
that is continued down into the pharmacy of the hospitals. 

We insist upon the surveillance inspection because the three Sur- 
geons General have advised us that they are responsible for the health 
and welfare of the troops, and they insist upon a quality product. 
To give them that, we must have this inspection. 

Mr. Drxon. Thank you very much, Captain. That is all I have. 

Senator Harr. Are there further questions? 

Mr. Kittrie. 

Mr. Krrrrre. Captain, what is the total value of your purchases 
each year? 
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Captain Fanieuscu. We purchased across the board—now, re- 
member, we purchased much more than drugs and chemicals—we 
purchase many types of equipment. Our total procurements are 
about $65 million per year. 

Mr. Kirrrre. How much of this would be drugs? 

Captain Fanteuscn. About 60 percent of it, somewhere between 
$30 and $40 million. 

Mr. Kirrrie. Between $30 and $40 million ? 

Captain Fautsuscu. Yes. Drugs and biologicals are the largest 
dollar procurement. 

Mr. Sin What percentage of the total sales of the drug in- 
dustry would this constitute, do oe have any idea ? 

Captain Fanteuscu. I have heard it quoted by the drug industry. 
We have never made the study of it because we do not have those fa- 
cilities. However, I have heard it stated by members of the drug 
industry, and the pharmaceutical manufacturers, that this repre- 
sents somewhere between 5 and 10 percent of the overall Nation’s 
sale of these products. I do not guarantee that figure. I have just 
heard that quoted, as I say. 

Mr. Krrrrie. What I am trying to find out, Captain, is what would 
it cost nationally to inspect in a way that you inspect your purchases 
all the total products of the drug industry. 

There is where my next question comes in. How big a budget does 
the Technical Department under the colonel here have? 

Captain Fan.guscn. Our total budget to run our entire agency— 
and we have some 450 people in our agency today—is under $6 million 
a year todo this job. 

Now, to answer the first part of your question, I am not an econo- 
mist and I would not even attempt to answer that. I am going to 
leave that up to others to answer. 

Mr. Krrrrie. How many inspectors does the Technical Depart- 
ment have? 

Captain Fautsuscn. The Technical Department, itself, has only a 
few inspectors. We use the Naval Inspection Service to make many 
of these surveys. These inspectors inspect more than drugs, We 
have trained, over the past 3144 years, over 100 naval inspectors at- 
tached to the Naval Inspection Service to go out and make these sur- 
veys. 

y using the Naval Paap Service, we save a considerable 
amount of money because they are already stationed throughout the 
United States, and we merely have to drop them a line or dispatch, and 
ask them to make a survey of a plant in their area. 

Now, if they make an inspection and find that there are a few 
problems in there that they are not too sure of, they advise us im- 
mediately and we have qualified men like Mr. Feinberg who can go 
out and assist them on a problem plant, a plant that may be on the 
borderline. 

Mr. Krrrrie. So it would be rather difficult to estimate how much 
this inspection costs the taxpayers or anybody at this time, because 
there are so many other departments and other people that you use 
that to determine how much this costs would be very difficult: is 
that right? 
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Captain Fautsuscn. No, sir; that is not right. We could tell you 
through our own figures and through the figures of the Naval Inspec- 
tion Service just about what the cost of this inspection is. 

Mr. Krrrriz. You could? 

Captain Fauuguscn. Yes. 

(At this point, Senator Kefauver entered the hearing room.) 

Mr. Krrrri. I wonder if the chairman would be interested in ob- 
taining figures as to how much it costs to inspect the goods purchased 
by the Military Supply Agency ? 

‘ Senator Harr. I am sure the committee would be glad to have that 
re, 
ieptsin Fan.teuscu. We will attempt to get that information for 
you and turn it over to Dr. Blair. 

Mr. Kirrrie. Let me ask you one more question, Captain. 

You have your inspectors. Once a contract is awarded, you have 
these inspectors ge into the plant and supervise or look over some of 
the activities and testing. : 

You do not have inspectors at these plants all the time; is that 
right? I mean from your description, I understand that the inspector 
will be there part of the time; sometimes he will ask that samples be 
sent over to you. Sometimes he will just take the actual quality con- 
trols of the plant in question, which means this is not a continuous 
— the way that, let’s say, the inspection of meat is con- 

ucted. 

Captain Fantsuscu. That is correct. We do not have an inspector 
at a plant full time unless we feel that there is a need for it. 

Mr. Krrrr. You actually are under the a that this sys- 
tem of inspection you have is adequate to meet the high standards that 
you have; is that correct ? 

Captain Fau.suscu. It has proven itself over the years; yes, sir. 

Mr. Krrrrre. And, consequently, there have been suggestions here 
that there be continuous inspection, of drug manufacturers all the 
time. Actually, from your experience, if inspectors are there part 
of the time, this is sufficient to protect the welfare of people that you 
are concerned with ? 

Captain Fautsuscu. Mr. Kittrie, I don’t know what you mean by 
“part of the time.” I don’t know whether that means 1 percent of 
the time, 50 percent of the time, or 100-percent of the time. I could 
not answer your question fairly in view of the way it is phrased. 

If you want to say that—my feeling on the matter is this. An 
inspector must be in the plant long enough to insure that the product 
which we receive is in accordance with our specifications. 

Mr. Krrrrm. This does not require that he be there all the time the 
manufacturing process goes on ? 

Captain Fantsuscn. It depends entirely upon the manufacturer. 
We have had inspectors in plants all the time where we were not sure 
that the manufacturer was completely filling what we desired. 

Mr. Kirrrre. Thank you very much, Captain. 

Dr. Buarr. Were such instances limited only to smaller plants? 

Captain Fantsuscnu. No, sir. 

Senator Harr. Captain, in the course of your testimony, as you no- 
ticed, the committee has been joined by its distinguished chairman, 
Senator Kefauver. 
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I introduce the Senator to you now. Quite possibly, Senator Ke- 
fauver has some questions. 

Senator Kerauver. Mr. Chairman, I am sorry that I haven’t been 
here all the time during the testimony of Captain Fahlbusch. I have 
been generally familiar with the operations of the Military Medical 
Supply Agency and of your work. I know that you have saved the 
taxpayers and the Government a great deal of money, and that you 
have a very efficient, economical operation. I look forward with 
pleasure to reading your full statement. 

Captain Fantsuscu. Thank you, sir. 

Senator Hart. Thank you, Mr. Chairman. 

Mr. Cuumpris. I just have one little point, Mr. Chairman. 

Captain, this is a continuation of Mr. Kittrie’s question. The 
reason, then, that you can purchase different products from different 
companies is of the exhaustive precautions that you take, you get the 
best possible products for the men in the service. 

That would not necessarily apply, though, to an individual who has 
a drug prescribed for him under the generic name, The doctor pre- 
scribing by generic name, that patient doesn’t have the same precau- 
tion that you provide to the men in the service. 

Captain Fan.puson. I understand that, yes, sir. 

Senator Harr. Thank you very much. 

Senator Keravuver. May I ask just one question. I am not sure 
whether this has been gone into. 

As I understood it, in response to Dr. Blair’s question, the fact that 
& company may sell by trade name doesn’t mean that you do not also 
have your own controls and your own inspections insofar as they are 
concerned, also ? 

Captain Fantsuscn. That is correct, sir. Regardless of the fact 
that, for example, Upjohn has its own trade name of Cortef on hydro- 
cortisone tablets, that would not change our inspection one iota. 

We would give them exactly the same inspection as we give to 
Panray or Premo or any of these other companies. 

Senator Keravuver. In other words, you haven’t found that good 
control systems are a monopoly or the exclusive possession of the larger 
ethical drug houses ? 

Captain Fan.euscn. No, sir. 

Senator Keravuver. Many small companies have just as good sys- 
tems, 

Captain Fantpuscu. Yes, sir. 

Seantor Keravver. I take it that the public, when it buys ethical 
drugs from the companies that you allow to bid, which you have 
inspected, which you keep in touch with, has about the same protec- 
tion? Imean, they would get the same products that you get, wouldn’t 


they ? 

Conteit Faupuson. I hopeso, Senator Kefauver. 

Senator Keravver. All right. 

Senator Hart. Thank you very much. 

Mr. Chairman, we have Dr. Groeschel present. He is associated 
with the New York Hospital and Cornell Medical Center. 

(Discussion off the record.) 
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Senator Harr. Dr. Groeschel, we appreciate your coming. You 
have a prepared statement which will be peated. in full. You may 
read it or read such excerpts as you feel would be desirable. In any 
event, it will be printed in full. 

I may ask, would you for the record state your background by 
way of professional experience and association with schools. 


STATEMENT OF DR. AUGUST H. GROESCHEL, ASSOCIATE DIRECTOR, 
THE NEW YORK HOSPITAL, NEW YORK, N.Y. 


Dr. Grorscuen. I am a physician, a graduate of the College of 
Physicians and Surgeons at Columbia University in New York City. 
I am a graduate of the School of Public Health at Columbia Univer- 
sity in hospital administration. I have been in hospital administra- 
tion since the war. I was in command of a 600-bed Army hospital ship 
during the war, operating in the Atlantic. I was assistant comman- 
dant of the Medical Administrative Corps Officer Candidate School in 
the Army during the war. : 

Since the war I have specialized in hospital administration. I have 
been involved in several different special Kelds of interest. 

One of them is the application of law to hospitals. I am coauthor 
of the textbook “Law oF Hospital, Physician, and Patient,” and an- 
other textbook, “Law of Hospital and Nurse.’ 

At the present time I am a hospital administrator. I am associate 
director for professional services of the New York Hospital, and an 
assistant professor of public health and preventive medicine at Cornell 
University Medical College in New York City. 

Senator Harr. I think the Committee is very fortunate to have the 
benefit of your observations on the subject before us. Will you proceed, 
Doctor ? 

Dr. Grorscuen. Thank you. 

Because of my interest in good medical practice and sound admin- 
istration in hospitals I am here todsy to give evidence in connection 
with the principles of rational drug therapy in hospitals, the formu- 
lary system and the use of nonproprietary or generic names rather 
than trade names in prescribing drugs for patients in hospitals. 

Good hospitals try to marshall and organize the best professional 
skills and judgment available to provide care and treatment of patients. 
The treatment of these patients in many cases is dependent upon the 
use of drugs. 

However, the multiplicity of new and unproven drugs available to- 
day makes it mandatory that, insofar as medications are concerned, 
a special program of activity be developed within the hospital to in- 
sure that patients receive the best care and protection possible. 

In the interest of providing the best possible patient care, the med- 
ical staffs of many hospitals have pursued a program of objective eval- 
uation, selection, and use of medicinal agents in the hospital. This 
is the hospital formulary concept which is the generally accepted 
method of providing rational drug therapy in hospitals and has been 
accepted as such over the years by physicians, hospital administrators, 
and hospital pharmacists. 

A valid hospital formulary program is based upon four things: 
(1) Itsapproval by the organized medical staff of the hospital ; 
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(2) The consent of individual medical staff members; 

(3) The functioning of a properly motivated pharmacy and thera- 
peutics committee (sometimes known as the formulary committee) of 
the medical staff ; and, 

(4) Acceptance of the use of official or nonproprietary terminology 
(sometimes known as generic terminology). 

The pharmacy and therapeutics committee composed of physicians 
and a pharmacist, and selected under the guidance of the medical staff, 
represents the official organizational line of communication and liaison 
between the medical staff and the pharmacy department of the hospital. 

As you know, a major portion of hospital activity in this country 
at this time, in the fields of care of the acutely ill and injured, medical 
education and medical research is carried on in this country’s 3,203 
voluntary nonprofit general hospitals. 

These hospitals have a capacity of approximately 425,000 beds and 
provide care for approximately 16 million inpatients every year. 

On an average day approximately 325,000 persons will receive treat- 
ment as inpatients in then hospitals. A comparable number will re- 
ceive treatment as ambulatory patients in their outpatient clinics. 

These voluntary nonprofit hospitals belong to the people of the com- 
munity they serve, and their primary purpose of providing an essen- 
tial service to the public is recognized by government at all levels and 
results in their being granted exemption from taxation. 

The voluntary nonprofit hospital is operated for and in behalf of the 
community by an unpaid volunteer board of trustees. This board is 
legally responsible for whatever goes on in the hospital, including the 
supervision of the medical care of the patients in the hospital. 

owever, as a matter of policy, the board of trustees delegates this 
function, insofar as it is legally permissible, to the medical board of 
the hospital, which functions as an elected executive body in behalf 
of the entire medical staff of the hospital. 

The medical board organizes its work into several functional areas 
and it appoints a standing or special committee to study problems and 
submit recommendations in connection with the work in each of these 
functional areas. 

When the recommendations of a committee are approved by the 
medical board, and by the entire medica] staff, and subsequently by 
the board of trustees, they become matters of policy and are binding 
upon all the members of the medical staff. 

Thus, the medical staff through its executive body, the medical 
board, is organized to provide its own self-government and is respon- 
sible directly to the governing body of the hospital, the board of 
trustees. 

In the area of professional policy relating to the treatment of pa- 
tients the medical staff functions autonomously within only those 
self-imposed limitattions contained in its own bylaws, rules and regu- 
lations adopted by the medical staff itself and approved by the board 
of trustees, 

_ In connection with administrative matters the medical staff works 
in cooperation with the administrator of the hospital and his staff and 
with the various administrative departments of the hospital, one of 
which is the pharmacy department. 

85621—60—pt, 216 
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In connection with professional matters—and I emphasize this sep- 
aration of professional from administrative—including such things as 
the use of drugs in the treatment of patients, the medical staff is 
autonomous and functions under the authority delegated to it by the 
board of trustees. In matters which are professional in nature, the 
individual physician on the medical staff is responsible through his 
departmental superiors to the medical board and thence to the board 
of trustees; in such matters he is not responsible to the administrator 
or to any administrative department head including the head of the 
pharmacy department. 

In governmental hospitals including military hospitals, even though 
the pattern of overall control differs from that seen in the voluntary 
nonprofit hospital, the medical staff functions with a similar degree 
of autonomy in respect to professional matters including the use of 
drugs in the treatment of patients. 

One of the functional areas of work for which the medical staff 
is organized is that relating to the use of drugs in the treatment of 
patients. The committee which functions for the medical board 
(and thus for the entire medical staff) in this area is commonly known 
as the pharmacy and therapeutics committee or the pharmacy com- 
mittee or the formulary committee depending on the wishes of the 
medical staff and the traditions of the hospital. 

The pharmacy and therapeutics committee in the hospital is re- 
eviodaiiile to the medical board and through it to the medical staff as 
a whole, and its recommendations are subject to approval by the or- 
ganized medical staff. 

This committee assists in the formulation of broad professional 
policies relating to the use of drugs in the hospital, including their 
evaluation or appraisal, selection, procurement, storage, distribution, 
use and safety procedures. The hospital formulary is a compilation 
_ of pharmaceuticals which reflects the clinical judgment of the medical 
staff; it is under continuous revision by the pharmacy and therapeu- 
tics committee in order to insure that it is kept current. In approxi- 
mately 60 percent of all the hospitals in this country which have a 
capacity of 100 beds or more, the medical staff has an active pharmacy 
and therapeutics committee and has adopted the formulary system. 

The hospital formulary system is the only method of operation 
whereby the medical staff of the individual hospital in this country, 
working through its own selected and appointed pharmacy and thera- 
peutics committee, evaluates, appraises and selects from among the 
numerous medicinal agents available to it, those that are considered 
most useful therapeutically, together with the pharmaceutical prepa- 
rations in which they may be administered most effectively. 

One of the difficult problems encountered in administering such a 
system is that which arises out of the fact that a single drug may be 
available under a large number of different trade names. 

The trade names are different but the drug isthe same. For exam- 
ple, the antibiotic drug which bears the generic or nonproprietary 
name tetracycline hydrochloride is currently available under at least 
five different trade names: Achromycin, Panmycin, Polycycline, Stec- 
lin, and Tetracyn. 

Here is an area in which misunderstanding and difference of opinion 
may exist. Should the hospital pharmacy carry all five brands of 
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tetracycline hydrochloride in order to be able to dispense the — 
brand prescribed by a member of the medical staff or should only one 
reliable brand be purchased on a competitive basis and dispensed ? 

This, of course, is a question of basic professional policy which must 
be decided by the medical staff of the hospital and concurred in by the 
individual members of the medical staff. (It cannot be decided by the 
hospital administrator, or the hospital pharmacist or even by the board 
of trustees. ) 

It is the prior consent of the individual physician member of the 
hospital medical staff that warrants the dispensing to a patient in 
the hospital of a drug, which though generically the same, may be of 
a different brand from that named in the physician’s prescription 
or order. 

In most hospitals that operate under the formulary system the policy 
adopted by the medical staff is to accept a drug by the generic or non- 
proprietary title in order to avoid specification of a particular brand 
name, and to authorize the hospital pharmacist to dispense a reliable 
brand of the drug desired. The effect of this procedure is to eliminate 
the duplication of a drug that occurs when many trade names are 
todeed 

An appreciable reduction in drug inventories thus results. This 
permits efficient and economical hospital pharmacy operation, an im- 
— consideration at any time and particularly at this time when 

ospital costs are increasing steadily and substantially every year. 
he operation of the hospital formulary system is not as simple as 
it may appear. Its success depends upon close cooperation between 
the hospital medical staff and the hospital pharmacist. The medical 


staff must have confidence in the judgment of the hospital pharmacist 
to procure only drugs manufactured by pharmaceutical firms that 
produce drugs of high quality. This matter is so important that in 
the minimum standard for pharmacies in hospitals, approved by a 
number of agencies in the hospital and pharmacy field, including the 
American Sea Association, American Society of Hospital har- 


macists, the Catholic Hospital Association and others, it is recom- 
mended that the pharmacist be made responsible for the— 

* * * specifications, both as to quality and source, for the purchase of all drugs, 
chemicals, biologicals and pharmaceutical preparations used in the treatment 
of patients. * * * 

In accordance with this standard the hospital pharmacist, the ap- 
propriately qualified professional person in the hospital, makes the 
decisions as to drug specifications involved in the procurement of 
pharmaceuticals; such decisions are not made by the hospital admin- 
istrator or by the hospital purchasing agent. 

This committee will be interested to learn that the first hospital 
formulary to be published in this country was that of the New York 
Hospital, New York City’s first hospital and the second oldest hospital 
in the United States, a hospital I am proud to serve. The New York 
Hospital was organized in 1771. That year a group of leading citizens 
of New York, colonists of the British Crown, petitioned King George 
III for the right to organize the Society of the New York Hospital 
to build and operate a hospital. The first patients cared for by the 
hospital erected under this royal charter were American soldiers 
wounded by British forces in the Revolutionary War. The hospital 
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is proud of its record of having provided care for American soldiers 
wounded in every war in which this country has been engaged. Now 
approaching the beginning of its third century of operation as one 
of the outstanding hospitals of this country and of the world, the 
New York Hospital is joined with Cornell University Medical College 
to form the New York Hospital-Cornell Medical Center. It has a 
capacity of more than 1,400 beds and provides care for almost 28,000 
inpatients each year. In its 86 clinics some 220,000 visits are made 
by outpatients each year. 

I falf of its beds are for private patients and half are for ward 
patients—500 patients in ward beds who do not pay the full cost of 
their care. 

It supports a very active program of medical education and 
research. 

The following is extracted from the preface to the 1960 edition of 
the New York Hospital Formulary which is currently being printed 
for publication at an early date. 






PREFACE 


Historical: The first formulary of the New York Hospital was published in 
1816 under the title: Pharmacopoeia Nosocomii Neo-Eboracensis; or, the 
Pharmacopoeia of the New York Hospital. This work was published under 
the authority of the physicians and surgeons of the New York Hospital, the 
essay being the collective works of Drs. Samuel L. Mitchell and Valentine 
Seaman. Thus— 


and I think this is very important to this committee— 


the publication antedated the first U.S. Pharmacopoeia which appeared in 
1820. Indeed, Dr. Seaman— 


who is responsible for its beginning— 


served on the first Pharmacopoeial Convention. 

The needs, hence the purposes, for a “pharmacopoeia” at the New York Hospital 
were diverse, but one statement from the introduction to the first publication 
summarizes an important principle which has persisted in motivating revision 
and republication of the original work through the ensuing 140 years: 

“The subject has been arranged—to facilitate the object of the prescriber, 
the student and the apothecary.” 

The 1816 pharmacopoeia contains a wealth of interesting, some currently 
pertinent, information. Methods for collecting and preserving herbs are out- 
lined as well as names and useful parts of the botanical drugs in use at that 
time. After a study which required several years, daily diets had been outlined 
which took into consideration the health, welfare and comfort of the patient 
as well as frugality in administering the funds of the hospital. Later, certain 
exigencies were taken into consideration such as the problem of interruption 
of coastwise shipping incident to the war of 1812-15, with the limitations imposed 
on availability of certain food commodities; this and other factors altered 
somewhat the diets determined by the original study and the modifications 
appear in the 1816 publication. The precise foods to be served are itemized 
for each meal for each day of the week and certain variances are outlined to 
be adopted in the presence of specific diseases. Further, methods are outlined 
for the synthesis of a number of therapeutic chemicals and preparations of these 
chemicals or medicinal vegetables for clinical use. A series of tables presents 
alphabetically arranged cross-referencing of nomenclature; formerly used 
(Latin), presently used (Latin), and corresponding English names. In these 
tables common doses are also listed for each drug. 

The Formulary of the New York Hospital has been republished on several 
occasions since 1816. Later publications changed in character to meet the 
needs of the day. The greatest single change did not occur, however, until 
1933 when, under the aegis of Dr. Robert A. Hatcher, then professor of phar- 
macology of Cornell University Medical College, a formulary was published as 
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the basis of operation. This policy was designed—and I am quoting here out 
of the preface—to make order of the chaos which then existed in the problems 
of selection of drugs for the rational management of disease. A multiplicity 
of agents existed, frequently of secret composition and frequently differing only 
in name, which were foisted on the clinician and pharmacist by means of force- 
ful sales practices. Furthermore, a serious economic depression made economy 
an absolute requirement. The principles expressed in 1933 are remarkably 
similar to those of 1816, and in essence remain the guiding influence of the 
present edition of the Formulary of the New York Hospital. 

The 1951 edition of the Formulary of the New York Hospital was prepared as 
an aid to all professional groups who share in the responsibilities of bringing the 
best possible medical care to the patients at the center. This reference book 
was the basis of what is generally known as the formulatory system ; the latter 
becomes a functioning policy of the hospital by virtue of a standing committee 
of the medical board. The formulary committee is representative of all clinical 
services as well as of the Department of Pharmacology of Cornell Medical Col- 
lege, the department of pharmacy and the hospital administration. Its func- 
tion is to deal with problems in therapeutics, selecting for use within the insti- 
tution or for its outpatient services therapeutic agents for the treatment of 
patients who may come to the institution for help. The committee also func- 
tions as a policyforming body for the department of pharmacy and the profes- 
sional staff of the hospital. 

The present edition follows this tradition. However, certain changes in format 
had to be made to be in keeping with the times. More than anything else the 
accelerated pace of the changes in pharmacotherapy in the last decade has made 
it virtually impossible to publish a useful formulary which is bound between 
hard covers. A change to the looseleaf form to permit change was made in order 
to keep a currently up-to-date formulary available to the nursing and medical 
services. 


THE FORMULARY SYSTEM 


In principle, the formulary system, in the interests of good therapeutics, effi- 
ciency, and economy, establishes a group of therapeutic agents for use and pre- 
scription by physicians associated officially with the hospital, the value of which 
has been established by scientific evidence as well as sound clinical judgment. 
The agents selected comprise the monographs to be found in the text of this 
Formulary. 

This list is subject to revision, with additions and deletions which reflect 
new evidence or broadened experience. 

In essence, the formulary system is a system of limitations. The list of drugs 
described in the Formulary is considered sufficiently broad to meet all thera- 
peutic problems currently recognized and those included provide the assortment 
of drugs from which all pavilion (ward) and outpatients are to be treated. 

The formulary committee seeks to avoid the inclusion of drugs which duplicate 
therapeutic effects; where duplication appears it has been done advisedly. Non- 
inclusion does not necessarily mean that a drug is considered of doubtful value 
or obsolete. In the main, mixtures have been reduced to their simplest form. 

Although some preparations are available in different strengths, further modi- 
fication of either the ingredients or the strengths cannot be permitted unless 
approved by the committee. 

Except in the instances of unusually expensive medications, private patients 
may receive therapy selected from this formulary without extra cost. The 
hospital administration designates from time to time a list of formulary drugs 
which the administration finds to be unusually costly and which are to be charged 
for when ordered for patients on the private services but the number of such 


items remains small. 
“The New York Hospital Medical Staff Bylaws, Rules, and Regu- 
lations” (1959) adopted by the medical board and by the board of 
overnors of the Society of the New York Hospital includes the fol- 


owing references which are pertinent to the subject of the formulary 
system. 
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Under the heading, “The Standing Committees of the Medical 
Board,” of which there are seven, is the following. This is the bylaw: 


5. The formulary committee: The formulary committee shall consist of repre- 
sentatives of the several departments of the medical staff as well as the apothe- 
cary-in-chief and a representative of the director of the hospital. The duties of 
the formulary committee shall be as follows: to develop a formulary of accepted 
drugs for use in the hospital; to serve as an advisory group to the apothecary 
in chief on matters pertaining to the choice of drugs, to evaluate clinical data 
concerning drugs requested for use in the hospital; to add to and to delete from 
the list of drugs accepted for use in the hospital; to prevent unnecessary duplica- 
tion in the stock of the same basic drug and its preparations ; to make recommen- 
dations concerning drugs to be stocked on the nursing unit floor and by other 
services. The rules governing the action of the formulary committee which 
have been approved by the medical board shall be published in the “Formulary 
and Therapeutic Guide of the New York Hospital,” which shall be available to 
all members of the medical staff of the hospital for their guidance. 


Under the heading, “Rules and Regulations” is the following: 


7. Drugs shall be U.S. Pharmacopeia, National Formulary, and New and 
Nonofficial Drugs, with the exception of drugs for bona fide clinical investiga- 
tions. Exceptions to this rule shall be well justified and shall be recommended 
by the formulary committee. In general, the metric system shall be used in 
prescriptions and drug orders and generic rather than trade or proprietary 
nomenclature shall be used. The apothecary in chief shall stock and/or supply 
drugs requested on the private or semiprivate services even though they have 
not been accepted by the formulary committee. Only drugs accepted by the 
formulary committee shall be used in the treatment of service patients and 
clinic outpatients with the exception that drugs not accepted by the formulary 
committee may be supplied to service inpatients and clinic outpatients if paid 
for by the clinical department concerned or by the patient. The hospital 
pharmacy may dispense equivalent drugs for those ordered under a trade or 
proprietary name, in the treatment of service inpatients and clinic outpatients. 


When a physician is appointed to the medical staff of the New York 
Hospital he is given a copy of “The New York Hospital Medical Staff, 
Byam Rules, and Regulations” along with the following form letter 


which he is requested to sign and return to the secretary of the board 
of governors: 


Mr. LAURENCE G. PAYSON, 
Seoretary, the Society of the New York Hospital, 
New York, N.Y. 


Drag Mr. Payson: I accept appointment on the medical staff of the New York 
Hospital in accordance with the terms of your letter. 


I have received a copy of the medical bylaws, rules, and regulations and agree 
to abide by them. " 
Yours truly, 


I am confident that the New York Hospital’s formulary system 
dating back 140 years, meets every possible moral, ethical, and legal 
requirements of sound medical and hospital practice. 


CONCLUSION 


In the time which youu have so generously allowed me, I have tried 


to give you a résumé of the principles of rational drug therapy in 
hospitals, the formulary system and the use of nonproprietary or 
generic names rather than trade names in prescribing drugs for 
patients in hospitals. 
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In addition I have tried to give you something of the feeling which 
the medical staffs and the administrators of this country’s leading hos- 
pitals have for the hospital formulary system as an instrument to 
assure the effective and sound treatment of our patients and the efficient 
and economical administration of our voluntary nonprofit hospitals. 

This is the same hospital formulary system which a segment of the 
drug industry, led by the rich, powerful, and aggressive National 
Pharmaceutical Council has for the past 5 years openly sought to 
destroy. The council has charged that the hospital formulary system 
leads to substitution and is illegal and unethical. 

In an address I delivered in 1957 to the American Society of Hos- 
pital Pharmacists I replied to these charges as follows: 


I. To individual hospitals and all of the people concerned with them including 
their trustees, their medical staffs, their administrators, and their pharmacists, 
I would suggest the following : 

1. Stand fast in your support of your medical staff, its pharmacy and thera- 
peutics committee, your hospital formulary, your policy of rational drug ther- 
apy, the use of generic rather than trade names. 

The validity of your position in support of all these things is attested to by 
the approval given by the national medical and hospital organizations con- 
cerned deeply with the maintenance and improvement of the highest quality of 
medical care. Their approval is expressed through their active participation 
in the inspection and evaluation of hospitals through the Joint Commission on 
Accreditation of Hospitals— 


which as you know, Senator, is made up of the American Medical 
Association, the American Hospital Association, the American Col- 
lege of Surgeons, and the American College of Physicians, represent- 
ing the best in medicine in this country. 


Take confidence in the fact that you are in good company and that your num- 
ber is increasing steadily every year. 

2. Review the practices and procedures employed by your individual hospital 
in implementing your policies with respect to the use of the formulary and the 
use of generic rather than trade names. 

This is to insure that you will always be able to demonstrate without diffi- 
culty or delay that your practices and procedures are in complete conformity 
with applicable legal, ethical, and moral standards. In making this review 
you can obtain sound advice through your own hospital’s lawyer as well as 
eounsel for your State hospital association and your own American Society of 
Hospital Pharmacists. 

II. To individual pharmaceutical companies—members of the National Phar- 
maceutical Council. 


There are some 21 of them. It is interesting that two of the larg- 
est ones are not members of that council. 


Study carefully the program which is currently being pushed by the National 
Pharmaceutical Council of which you are a member. 

Make certain that the program against hospitals’ use of the formulary system 
and generic names is what you want. Don’t forget that, as a member of the 
council, you participate in the results of what your council does—good or bad. 
In terms of your relationship with hospitals, physicians, and the general public, 
you may well find that the council’s current program is unwarranted, unwise, 
and unpopular. In addition you probably will be embarrassed to find out one 
day that it is unsuccessful. 


Gentlemen, in closing permit me to express my fervent hope that 
my prediction will come true and my complete confidence that you 
will pursue your study of this important subject to its logical con- 
clusion, and that you will initiate appropriate action to restrain the 
National Pharmaceutical Council from continuing its pursuit of a 
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program which I am convinced, is inimical to the best interests of the 
people of this country and the hospitals to which they turn in illness 
and injury for the relief of pain and suffering and for help along the 
road back to health, home, and family. 

I thank you. 

Senator Harr. We thank you, Doctor. I am sure that our study 
will be benefited and assisted by your very forthright observations. 

Senator Kefauver. 

Senator Kerauver. Mr. Chairman, I congratulate Dr. Groeschel on 
his statement and upon the fine work that he has done in one of the 
great old hospitals of the United States, the New York Hospital. 
You are associate director for professional services, as I understand it ? 

Dr. GrogscHEL. Yes, sir. 

Senator Krerauver. How long have you been with the New York 
Hospital ? 

Dr. Grorscugt. I was with the New York Hospital as assistant 
director from 1948 until 1952, and then for a period of about a year 
and a half I was executive director of the Philadelphia General Hos- 
pital in Philadelphia. 

Then I returned to the New York Hospital as associate director in 
charge of professional services, and I have been with it ever since. 

Senator, may I make this plain? I am using the New York Hos- 
pitals formulary only as an illustration of what I consider to be good 

ormulary practice. It is just an illustration. I am not appearing 
on behalf of the hospital. I am appearing as a private citizen. 

Senator Kerauver. Other hospitals and medical centers in the 
country which have good formularies follow the same general prin- 
ciples that you do? 

Dr. Grorscuet. I would hope that they do. We feel that our pro- 
cedure is ethical and legal and moral, and, that it is in the best inter- 
ests of the patients. 

I think that there is some variation in the way formulary systems 
are operated throughout the country, but there is an effor being made 
on the part of the American Hospital Association to standardize the 
way of operation in hospitals. All I can say is that I feel that ours 
certainly meets all of the necessary criteria. 

Senator Kerauver. You mentioned that the hospital costs are in- 
creasing steadily and substantially evéry year. You also say that 
serious economic depression made economy an absolute requirement. 
In other places you say this system saves the hospital and therefore 
the patient, and in many cases the political bodies that may support 
or contribute to the support of the hospital, a great deal of money; is 
that correct ? 

Dr. Grorscuen. I would certainly say so. 

Senator Kerauver. Can you give us any estimate of the amount of 
money that might be saved by the purchase of a good formulary drug 
on competitive bidding rather than having to pay the high price that 
is ome by some of the companies under trade names? 

Dr. Grorscuex. Senator, I asked our pharmacist, who is a very 
able fellow and who has followed this thing very carefully, for a 
conservative estimate of this. 

We purchase approximately a half million dollars worth of drugs 
every year. I asked him what it would cost the hospital if we were 
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not to operate our formulary and were forced to use trade names in 
the manner which has been pushed by the National Pharmaceutical 
Council. He told me that conservatively it would cost us another 
quarter of.a million dollars a year. This is a lot of money. 

Senator Keravuver. In other words, instead of $500,000, conserva- 
tively it would cost another $250,000 ? 

Dr. Grorscue.. Exactly. 

Senator Keravver. For a total of $750,000. That is 50 percent 
more. There are savings also by the Military Medical Supply Agency, 
and I want to say again that I compliment these gentlemen on doing a 
great job for the American taxpayer along the same line that you are 
doing for hospitals and their patients. The savings probably would 
be even greater with the Military Medical Supply Agency. I take 
it also that your saving is greater where there are oat companies 
able to compete, that is, where there isn’t a patent monopoly in con- 
nection with certain drugs, is that right ? 

Dr. Grorscue.. I would assume so, but I would like, if you would 

ermit me, to assure you and reassure you that our medical staff is 
interested in the use of quality drugs, and if we can get reliable qual- 
ity of drugs from a large firm, that is fine. If we can get them from 
a small firm at a lower price, that is fine too. 

Our first effort is to get reliable drugs. This is what we need in 
order to take care of our patients. 

Senator Kerauver. Have you found that many small firms do have 
reliable drugs of good quality ? 

Dr. Grorscuet. I am informed by our pharmacist that this is the 
case. 

Senator Kerauver. And there is no monopoly on efficient controls 
as between the small companies and the big companies ? 

Dr. Grorscuet. Not to my knowledge, Senator, but here you are 
getting into a technical field in pharmaceutical work which I am not 

uainted with. 

enator Kerauver. You have pointed out that you would have to 
pay $250,000 more a year, conservatively, if you had to buy under the 
trade name system. Can you project that into the hospitals of the 
Nation ? 

Dr. Grorscue.. I am sorry I don’t have that figure, but it is avail- 
able through the American Hospital Association which keeps very 
careful track of various categories of expenses for hospitals. 

I think that we could get from a statement as to the overall phar- 
maceutical expense of all of the nonprofit hospitals in the country, 
and perhaps provide that information to your committee. 

Senator Keravver. I hope that you will provide it. 

Senator Harr. We would appreciate receiving that. 

Senator Keravuver. This would not include U.S. Government hos- 
pitnls, State hospitals, and others which also make large savings by 
having hospital formularies ? 

Dr. GrorscuEeL. It may or may not. I notice that in the Adminis- 
trator’s Guide Issue of Hospitals, the Journal of the American Hos- 
pital Association, which is an annual volume put out by the hospital 
association containing a great deal of statistical data on the number 
of personnel employed and the various categories of expenses, that 
they do list the Government hospitals, their size and the various 
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categories, mental, Veterans’ Administration, military, and so forth, 
and it may very well be possible to get that information. 

Senator Keravver. You refer on page 12 to the “rich, powerful, 
and aggressive National Pharmaceutical Council” —— 

Senator Harr. The committee will reserve exhibit No. 384 for the 
report which the doctor indicated he would obtain with respect to 
pharmaceutical costs of the hospitals. 

(Dr. Groeschel did not submit the report referred to. 

Senator Kerauver. I know that counsel has more detailed questions 
to ask about your statement, but: why do these members of the coun- 
cil want to inflict this additional financial burden on the patients 
of the hospital? Why are they trying to break the formularies, do 
you know 

Dr. Groxscuen. I want to make no unkind or uncharitable im- 
plications, but I would submit that they are in business. They are 
commercial houses, and in our free economy, free enterprise system, 
their object is to profit, and I would imagine that this is probably cer- 
tainly their most important motive. 

However, I think this committee will have an opportunity to dis- 
cuss these things with representatives of the National Pharmaceuti- 
cal Council and perhaps it might be better for them to speak for 
themselves. 

I do have documents here, for example, a h by Robert A. 
Hardt, who is the vice president of Hoffmann La-Roche, Inc., and 
who was president of the National Pharmaceutical Council.. He de- 
livered a speech in 1957, and I can submit this for evidence to the 
committee if you want it. 

Senator Harr. Yes; would you identify the publication? 

Dr. Grorscuet. This isa — from the Journal of the American 
Pharmaceutical Association, Practical Pharmacy Edition, volume 18, 
No. 2, February 1957. In it Dr. Hardt says in connection with the 
National Pharmaceutical Council: 


If the function of HIF— B 
which is the Health Information Foundation— 
is to ascertain the facts, and if the audience of HNI— 


which is the Health News Institute, also supported by the pharma- 
ceutical association— i 

is the general public, then the audience of the National Pharmaceutical Council, 
though more limited, is equally important. 

The target of NPC is immediate and professional—the pharmacist who dis- 
penses and the physician who prescribes. These, if you please, are customers 
and the objectives of NPC engage the interest and support of but one element 
of the health team. The National Pharmaceutical Council occupies itself prin- 
cipally with one problem, what is frequently called substitution, but can be ex- 
pressed positively as brand identification. 

_In 1955 the National Pharmaceutical Council was kind enough to 
give to all the world a new definition of substitution. Substitution 
al a was understood to be to substitute one drug for another. 

ut in 1955 the National Pharmaceutical Council, as part of its pro- 
gram, enlarged this definition and has been pushing it ever since. 

This expands the idea of substitution which is held to be illegal oy 
most State boards of pharmacy, and certainly is something whi 
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should not be done. They have expanded it to include the substitution 
of one brand name for another. is, I think, is unwarranted. 

Senator Harr. Doctor, the speech to which you refer will be re- 
ceived and without objection made a part of the record as No. 385. 

(Exhibit No. 385 may be found on p. 11756.) 

Mr. Drxon. Doctor, on the question of the expansion of the phar- 
maceutical industry on the word “substitution,” as I understand it, it 
originally meant an adulteration; did it not, sir? 

r. GrorscHEL. Exactly. 

Mr. Dixon. Substituting one chemical formula for another? 

Dr. GrorscHeu. Exactly. 

(At this point in the proceedings, Senator Kefauver left the com- 
mittee room. 

Mr. Dixon. That is adulteration in my understanding of it. Now it 
_ been expanded to the substitution of the same thing for the same 
thing. 

Dr. Grorscugx. Actually it isn’t a substitution at all, in our estima- 
tion. It is strictly a gimmick, if I may say so, to push this brand name 
idea for only one motive that I can see, which is only too obvious. 

Senator Wose Doctor, one question not bearing directly on your 


prepared testimony. But earlier this morning, and I think you were 
present when Mrs. Brady testified, the point was made that in some 
areas of the country those who are ill and on public welfare are given 
generic prescriptions. I raised the question of who was right. I 
would welcome your observation as to whether prescribing in this 
fashion where there isn’t a military establishment to screen the prod- 
uct, where there isn’t a aeeeety with its formulary and staff to screen 


it, and where there is just the sick welfare recipient going into a drug- 
store, whether that is safe or unsafe. 

Dr. Grorscuey. All I can say is this: That the drug company 
which may be small, which produces the drug and sells it on generic 
name basis is required to meet, as I understand it, the standards of 
the Federal Food and Drug Administration. 

Now whether or not the Food and Drug Administration is adequate 
to insure that the products produced by all small pharmaceutical 
houses or not meet acceptable standards—whether their inspection 
oe is adequate—I don’t know. I have been told that it is not 
adequate. 

However, I do think that this is the only machinery which exists at 
the present time. I am sure that the committee will be interested in 
pushing further in its study of this machinery to see whether it is 
adequate or not, 

Senator Harr. Indeed we will. 

May I ask whether in the New York Hospital or any other hospital 
or institution that you have been connected with, you discovered upon 
tests that a product delivered by a small manufacturer had to be 
rejected because it was not safe ? 

Dr. Grorscuen. I believe that a doctor from our medical colle, 
who is scheduled, I believe, to appear before you tomorrow and who 
has done a great deal of work on this in the department of pharmacol- 
ogy in the medical college, which works in association with the hos- 
pital, would be in a much better position to answer that than I am. 
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All I can tell you is that we do pursue this matter very carefully 
because, as I told you, we have one of the largest research programs in 
the country. 

We must have drugs on which we can depend, and we make every 
effort to make sure that when we are doing research, that we know 
what we are doing. The only way we can do that is to make certain 
that the drugs meet certain specifications and standards, and our de- 
partment of pharmacology sees to that. ; 

Senator Harr. I am glad to know that we will tomorrow have testi- 
mony bearing on that. I take it that would be Dr. Walter Modell. 

Dr. Grorscue.. That is right. 

Mr. Drxon. On that same point, I don’t assume that the New York 
Hospital has any elaborate procedures or requirements set up com- 
parable to the Military Medical Supply Agency, does it ? 

Dr. Grorscuex. I would not think so. 

Mr. Drxon. So whether you buy generically from a large company 
or a small company, or a middle-sized conipeny, you must buy with- 
out those elaborate tests today, isn’t that correct ? 

Dr. GrorscneL. This would be completely unfeasible for a single 
institution to provide as much machinery for evaluation as that. 

Mr. Drxon. But you have been buying generically for many years? 

Dr. GrorscHeL. Yes, sir; 144 years. 

Mr. Drxon. And you have dispensed drugs in the hospital for 
many years? 

Dr. GrorscHen. Yes, sir. 

Mr. Drxon. You have found it successful and adequate ? 

Dr. Grorscuen. Yes, sir. 

Mr. Cruoumertis. Mr. Chairman, before we leave this subject—but 
on page 5 of your statement you dostate: 

In most hospitals that operate under ‘the formulary system the policy adopted 
by the medical staff is to accept a drug by the generic or nonproprietary title 
in order to avoid specification of a particular brand name, and to authorize the 
hospital pharmacist to dispense a reliable brand of the drug desired. 

That is what you are interested in, in a reliable drug for your 
patients. 

Dr. Grorscne.. Reliable drug, exactly, and our experience does 
not equate reliability with the brand name. 

Mr. Cuumpris. Now let me ask you this question. The captain tes- 
tified that of the 1,300—I understand there are 1,300 drug manufac- 
turers in the United States—about 100 are the ones who place bids 
with them for their drugs. How many different manufacturing com- 
panies do you have on your list that your purchase from? 

Dr. Grorscue.. I am sorry, I can’t give you an exact figure, but 
I would think they are all of the ones that are available to us in New 
York City, which as you know is the center for medical, hospital and 
drug things. I am sure that a very large number is available to 
us, and we would certainly attempt to get the most reliable product 
that we could at the best possible price for our patients. 

Mr. Cuumpris. How dy: you determine a reliable product? 

Dr. Grorscuen. If there is any question in the mind of the pharma- 
cist and formulary committee, they might very well ask certain de- 
partments’ research laboratories in our medical college to do this 
special testing on the drugs. 
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They would run not only laboratory tests but also clinical tests to 
determine whether a drug, for example, met the proper level of potency 
that it was labeled for, and that kind of thing. 

We do have in that respect, sir, we do have more machinery in the 
university teaching hospital for doing this kind of thing than the 
average hospital has. This would be obvious. 

Mr. Cuumeris. Then along another point, along the same line, when 


you purchase your drugs, you purchase them under competitive bid- 
ding, is that correct ? 


Dr. GrorscHen. Yes, we do. 

Mr. Cuumpris. And in the competitive bidding you have many dif- 
ferent kinds of drug manufacturers, small, medium, and large? 

Dr. Grogscuen. Yes. 

Dr. Cuumpris. Now you pointed out earlier that it would cost you 
$250 million a year. 

Dr. Grorscue.. No, I'am sorry, sir, $250,000 a year more. 

Mr. Cuumpris. I mean $250,000. I am getting into millions and 
billions here. 

Dr. Grorscnet. You sound as though you were talking about our 
deficit. 

Mr. Cuumprtis. $250,000 or more. If you had to buy strictly brand 
names, is that correct, is that the way you put it? 

Dr. Grorscuet, This is an estimate by our pharmacist who pur- 
chases each year approximately $500,000 worth of drugs, and he has 
been with us now for about 10 years and it is on the basis of this 
experience that he tells us this. 

Mr. Cuumpris. Yes, but I mean what do you use as the basis? Do 
you use the book value of the drug manufacturer for that particular 
product as compared to what you get on bid ? 

Dr. Grorscuet. No, he was using what he felt would be the bids 
that he would get from the drug manufacturers, various size drug 
houses. 

Mr. Cuumpris. In other words, your $250,000 more would be on 
the basis that if you just bid against trade names, companies that have 
trade names, trade name products, as against bidding on a generic 
basis, is that right ? 

Dr. Grorscue.. No. It is a little bit different than that. If we 
were to abandon the formulary system, and were required to fill the 
prescription with the brand names specifically ordered by their physi- 
cians, then the total operation of this kind of an arrangement in the 
estimation of our pharmacist would cost us about a quarter of a million 
dollars more each year. 

Mr. Cuumpris. Yes, but that does not quite—that is not quite clear 
in my mind, for this reason: that even the large drug manufacturers 
who appeared here and testified—testified that the price that the 
sell their drugs to hospitals and other institutions is below the boo 
value, for example, and this exhibit by the captain. On Orinase the 
book value is $5.25. 

Mr. Dixon. $4 against $5.25. 

Mr. Cuumpris. Yes, $5.25 was the book value and he paid $4. In 
-other words there was a difference of $1.25. 
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So when he was trying to determine this $250,000, was he using— 
let’s use it as a comparison on a particular product—was he using 
the $4 figure or would he be using the $5.25 figure that he would nor- 
mally sell to the pharmacist ? 

Dr. Grorscue.. No, he would be using the figure that the drug com- 
pany, the brand name drug company, would sell the product to him 
on a competitive bidding basis. 

Now this might very well be below the fair trade price listed. It 
usually is because in a large institution the volume of drug sales is 
large. This is important to the wholesaler and he will want to sell. He 
can sell in large quantities and make money. I am sure that because 
of the large volume at which we buy, for example, they give us a 
discount. 

Mr. Cuumeris. Thank you. 

Senator Harr. Mr. Clifford has a question. 

Mr. Cuirrorpv. Dr. Groeschel, would you kindly refer to page 12 
of your prepared statement? There, after having defined and de- 
sca the hospital formulary system, you say in the second para- 
graph of the conclusion : 

This is the same hospital formulary system which a segment of the drug in- 
dustry, led by the rich, powerful, and aggressive National Pharmaceutical Coun- 
cil has for the past 5 years openly sought to destroy. The council has charged 
that the hospital formulary system leads to substitution and is illegal and 
unethical. 

That is the end of the quotation. 

Dr. Groeschel, from your knowledge, has there been a = of 
threats by the National Pharmaceutical Council against hospitals 
using formulary systems? 

Dr. Grorscue.. I can only say that the evidence which is available 
to someone like myself would certainly indicate that there has been 
for the past 5 years a continuing effort on the part of the National 
Pharmaceutical Council douahe ublications, through statements 
made by its representatives, doug the employment of specific in- 
dividuals—— 

Mr. Currrorp. You refer to Mr. William E. Woods? 

Dr. GrorscHeL. Exactly. 

Mr. Cutrrorp. He is, I believe, the assistant for hospital relations 
of the council. He will be a witness here Friday. 

Dr. GrorscueL. For example, the job description for Bill Woods’ 
job includes the following: 

To assist and work under the direct supervision of the executive vice presi- 
dent in the administration of hospital and other related activities. 

It goes on to say: 

To promote mutual understanding. 

Finally it says: 


To slow up if not to stop the trend of more and more hospitals adopting a 
compulsory formulary system, all to the end that first the hosiptal patient is 
accorded the best possible therapy— 


very laudable— 


and, second, the skill and judgment of the individual physician in prescription 
writing are respected. 
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This is the job description for Bill Woods’ job. This is what he 
was hired for. 

Senator Harr. The document will be received in the record and 
numbered 386. 

(Exhibit No. 386 may be found on p. 11760.) 

Mr. Cuirrorp. You say in your statement : 

The council has charged that the hospital formulary system leads to substitu- 
tion and is illegal and unethical. 

_ I gather that notwithstanding the prior consent which you out- 
lined and described in your statement, the council suggests that there 
is nevertheless substitution within the meaning of the substitution laws 
of the several States and the District of Columbia. 

Dr. Grozscuet. Right. 

Mr. Currrorp, And further the council suggests in its publications 
and speeches of Mr. Woods that a State board of pharmacy in per- 
mitting a hospital to operate under the formulary system, notwith- 
standing the prior consent, is following a dual standard. Are you 
familiar with that assertion ? 

Dr, GrogscHEL. Yes. 

Mr. CuirForp. Have you encountered suggestions either in published 
articles or in s es of National Pharmaceutical Council representa- 
tives which might have come to your notice that a pharmacist, dispens- 
ing under a formulary system of a hospital a drug under a generic 
name, when a physician has written a brand name, might be in danger 
of losing his license as a pharmacist? Have you encountered that? 

Dr. Groxscuet. I certainly have, and I think that this committee 
ought to have a copy of a volume put out by the National Pharmaceu- 
tical Council. This booklet contains “lectures and ayn of guest 
addresses delivered at the NPC Pharmacy Education naive Forum 
held at Princeton, Princeton, N.J., August 23-27, 1959, and may be 
reprinted without permission.” 

he title of the volume is called “The Workings and Philosophies 
of the Pharmaceutical Industry.” 

Printed in this was an address by Raymond D. McMurray, general 
counsel and assistant secretary of the Hoffman LaRoche Co.: 


As a consequence we are faced with the question— 


referring to hospital pharmacists and the operation of the hospital 
pharmacy— 

do these formularies constitute substitution? The technical answer, of course, 
is yes. State boards of pharmacy are becoming increasingly aware that it is 
objectionable substitution under existing law in many jurisdictions. 

I would assume that this would be enough to scare any number of 
pharmacists. 

Senator Harr. The publication will be given exhibit No. 387 and 
will be placed in the files, so that it will be available to the committee. 
It will not be printed in full, as it is a rather lengthy document. 

(Exhibit 38f may be found in the files of the subcommittee. ) 


Mr. Cirrrorp. ers I asked you earlier, and I got the burden 


of your reply, but specifically let me ask you again. 

as it been the policy of the National Pharmaceutical Council to 
wage a campaign of threats and intimidation against hospitals and 
hospital pharmacists who are applying a hospital formulary system ? 
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Dr. Grorscuet. In my opinion, very definitely. However, if you 
ask me to produce a threat made against myself or my pharmacist 
or the hospital pharmacist, it is not done that way. It is done on 
the basis of these speeches, papers, and so forth. 

Mr. Cuirrorp. Questions? 

Dr. GrorscHeL. Questions—and it is a continual harassment of the 
hospital formulary system and the hospital people and the hospital 
pharmacists. 

Mr. Crirrorp. Do you remember encountering the argument or the 
suggestion that money alone was the reason for the hospital formulary, 
that is to say that the hospital was interested in the money ae. 

Dr. Grorscuet. I would ask the committee to consider the New York 
Hospital again as only one sample of one of a large number, 3,000 
nonprofit voluntary hospitals in this country. 

To make money—this would be the imputation: Gentlemen, we lose 
each year in treating patients who are unable to pay for the cost of 
medical care something like $1,600,000. Due to the generosity of a 
number of good people over the years who contribute to our hospital 
and to our endowment funds, we are able to provide care for these 
people who have not within their own economic power the ability to 
pay the full cost. 

Tow can this charge be held against such a hospital ? 

Mr. Currrorp. So that, Doctor, notwithstanding the accidental fac- 
tor that it would appear from what you are saying that there is a 
saving of money, the purpose of the hospital, certainly of New York 
Hospital, rather is to list the safe and useful drugs so as to avoid dupli- 
cations and to give clear and understandable directions to staff such as 
nurses. Is that true? 

Dr. Grorscuet. It is very true. Believe me, we have a reputation to 
maintain. 

As I mentioned before, we are going into our third century of oper- 
tion. Weare very jealous of our repytation. We must treat patients 
well, regardless of what it costs us; and, believe me, it is costing us 
much more than we can get in income, and if it were not for the 
generosity of the public we wouldn’t be able to continue to function. 

Mr. Cutrrorp. Doctor, we have had a number of communications 
from physicians telling us that in hospitals the use of generic names 
was essential to avoid not only duplication in the pharmacist’s orders 
oo also duplication of names in the hospital which thus led to con- 

usion. 

Do you agree that the use of a single generic name does prevent that ? 

Dr. Grorscuen. It is extremely important. As I told you before, we 
are affiliated closely with Connell University Medical College and the 
New York Hospital Cornell University School of Nursing. 

We have an obligation to train physicians and nurses as well as 
other hospital personnel, and we are extremely concerned about edu- 
cating them properly. 

We feel that it is mandatory that we teach them generic terminology 
so that they will know what the drugs are and how they will act. 

Brand names produce only confusion, and our people teach our stu- 
dents, our house officers, people in specialty training and our nurses— 
we teach them generic terminology because it is the only system that 
makes sense, in our opinion, 
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Mr. Cuirrorp. Doctor, in your address before the American Society 
of Hospital Pharmacists in 1957, I presume that you thought they 
felt rather uneasy because of the attack made upon them. 

I read to you now a sentence that you quoted in your own opening 
statement from that address, You say, and you are speaking to the 
medical staffs and administrators and pharmacists : 

Stand fast in your support of your medical staff, its Pharmacy and Therapeu- 
tics Committee, your hospital formulary, your policy of rational drug therapy, 
the use of generic rather than trade names. 

Did New York Hospital itself stand fast? 

Dr. Grorscuen. I can assure you it certainly did, and we will con- 
tinue to do so. 

Mr. Currrorp. It does seem to me in listening to your statement, 
and from what I have learned in the last month or two, that the posi- 
tion of the New York Hospital is somewhat different from that of a 
struggling hospital out in the country. 

As I recall your statement, New York Hospital was founded in 
long ago times under the rule of King George III, if you will pardon 
the expression, and its formulary is the oldest in the United States. 

Also, I understood that it has been the recipient of magnificent gifts 
from the citizens of New York. Someone has told me that the Whit- 
ney family alone has given in excess of $40 million. Is that true? 

Dr. Grorscuex. Only partly true. 

Mr, Cuirrorp. Partly true? 

Dr. Grorscuet. The Whitney family and John Hay Whitney, our 
present Ambassador to England, has been one of the active sup- 

orters of our hospital and his father and grandfather. The Whitney 

amily in a period of, I believe, some 25 years gave to the institution 
something like $55 million. 

Mr. Cuirrorp. Pardon my understating it, Doctor. 

Mr. Cuumpris. Would you yield fora moment, Mr. Clifford ? 

Mr. Cutrrorp. I have one or two more questions. 

Mr. Cuumpris. Just on what the doctor stated. 

Mr. Cuirrorp. All right, Mr. Chumbris. 

Mr. Cuvumepris. Doctor, Mr. Clifford asked you a question about the 
use of generic terms in the hospital, and that you in your opinion think 
that that is the proper method that your hospital should use. 

Dr. GrorscHe.. Yes, sir. 

Mr. Cuumpris. You wouldn’t by the same right deny a doctor who 
feels that the trade name is the best way that he would like to prescribe 
his drug for his patient, knowing the condition of his patient, knowing 
the particular drug that he wants to prescribe ? 

Dr. GrorscHeL. Outside the hospital ? 

Mr. Cuumpris. Yes, outside the hospital. 

Dr. Grorscnen. Outside the hospital. This I am not here to com- 
ment on. 

Mr. Cuumpris. Your comment is—— 

Dr. GrorscHet. My comment is strictly reserved to the operation of 
the hospital. 

Mr. Tecoma, Because some doctors prescribe by generic terms 
and some doctors prescribe by trade name. 

Dr. Grorscue.. Yes, and I will make no comment on that. How- 
ever, for your information might I add that the New York State Medi- 
35621—60—pt. 21——7 
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cal Society actually publishes a formulary—and again I will be glad 
to give it to this body as an exhibit—in which it recommended to all 
of its members for use throughout the State of New York a list of 
drugs by their generic names. 

Can I have just a second to find it ? ‘se 

This is the Physicians’ Prescription Manual prepared by the joint 
committee of the Medical Society of the State of New York and the 
Pharmaceutical Society of the State of New York. In the preface to 
it—it was published in 1957—it states : 


The purpose of this formulary— 
this goes out to all doctors, it has no relationship to any hospital— 


is to provide the practicing physician with a list of useful drugs by generic no- 
menclature identifying them at the same time by proprietary names where such 
names are known. 


It goes on to say: 
The joint committee makes this statement although it recognizes— 
I am sorry— 


in the view of the joint committee of the medical society and pharmaceutical 
society which compiled this manual, such a list will encourage uniformity in 
prescription writing and ultimately effect economy to the patient, the hospital, 
and those welfare organizations which make provision for pharmaceutical serv- 
ices for their clients. The joint committee makes this statement, although it 
recognizes that the physician has the prerogative to prescribe drugs in whatever 
manner he chooses. 


If the physician prescribes medicine by generic name alone, the pharmacist 
is required by law and by ethics to dispense a drug produced by a reputable 
manufacturer. If the physician prescribes a drug by generic name and name of 
a particular manufacturer, the pharmacist must dispense the product of that 
manufacturer. 

Senator Harr. The document will be given for identification pur- 
poses No, 388 and made a part of the committee file. 

(Exhibit No. 388 may be found in the files of the subcommittee. ) 

Mr. Crirrorp. Now, Mr. Chairman, if I may continue. As I under- 
stand it, if something went wrong with the patient as the result of the 
drugs dispensed for him in New York Hospital, and dispensed there 
under the generic name system, then the hospital would be the first to 
know about it, isn’t that true? 

Dr. Grorscuex. I am sorry ? 

Mr. Cuirrorp. I mean it would be reported that the patient became 
ill and that he made a strange response to a drug. It would be the 
subject, would it not, of an inquiry and report ? 

Dr. Grorscue.. Very definitely. 

Mr. Cutrrorp. So that the procedures, which you have set up in your 
hospital would make responsible people fully aware if there was a 
failure in the generic name prescribing, is that true ? 

Dr. GrorscHeL. Yes, indeed. 

Mr. Cuirrorp. I am glad to have your help, Doctor, in clarifying 
that. 

Dr. Grorscuet, Might I point out, too, that this has no reference 
whatever to economy. Our basic responsibility is the care of patients, 
medical teaching, and medical research, We can’t afford not to use 
good drugs. We have got to have reliable things. We are not going 
to waste time in using drugs which we can’t be sure of in the treat- 
ment of our patients. 
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Mr. Cu1rrorp. You have made that very clear, Dr. Groeschel, but I 
think it is also clear, in your response to my questions, that the system 
of generic name prescribing is successful in accomplishing its objec- 
tive in making available to the patients useful and safe drugs. Those. 
are your objectives rather than economy ; is that not so? 

Dr. GrorscHeL. Exactly. atte 

Mr. Cutrrorp. If that were not so, you would know about it; is 
that correct ¢ 

Dr. GrorscHeL. We certainly would. 

Mr. Cuirrorp. Doctor, before Mr. Chumbris’ very helpful question, 
I had touched upon the status of New York Hospital and its accept- 
ance in the community. Beyond doubt it has success and prestige. 
It has the ships, the men, and the money too. 

Anyone such as a trade association might think twice before it at- 
tacked or attempted to attack or intimidate New York Hospital. Do 
you think that the same situation would apply to hospitals elsewhere 
in the country that lacked the financial resources, the strong friends, 
and the excellent legal counsel available to New York Hospital ? 

Dr. Grorscuet. I am sure that that is the case. 

Mr. Currrorp. Doctor, I think this is my last question. I just wonder 
if you have fringe benefits growing out of your identification with the 
hospital. For example, when you are ill, may you be cared for in the 
hospital ¢ 

Dr. Grorscuet. I am a salaried employee of the hospital. I am a 
volunteer teacher in the medical college. I am unpaid there. But 
as a part of my hospital salary, I get Blue Cross and Blue Shield. 

Mr. Crirrorp. I see. And hoping that nothing of this kind will 
eventuate but suppose that you did become ill and were a patient in 
the hospital. Would drugs be prescribed to you under brand names 
or under the generic system provided for by your hospital formulary ? 

Dr. Grorscuen. Mr. Clifford, I can go even better than that. ti 
1952 I had lobar pneumonia and was treated in the hospital and I 
was treated with penicillin at that time, and made a very rapid and 
dramatic recovery—and I don’t believe I ever felt so sick in my life. 

But the drugs that helped me get well were drugs which were pur- 
chased in accordance with our formulary and under our generic name 
basis. 

Mr. Crirrorp. It would seem then, Dr. Groeschel, that what is good 
enough for relief patients is good enough for the associate director of 
the great New York Hospital ? 

Dr. Grorescuet. I would think so. 

Mr. Currrorp. I have no further questions. 

Mr. Dixon. Mr. Chairman, before you adjourn, there is a question 
that I would like to have the doctor answer. I want to ask you, doe- 
tor, for your legal opinion on the formulary system, whether or not 
you think it is an ethical practice of medicine? 

Dr. Grorscue. It is most certainly. Under the system as I out- 
lined it to you where the consent of the physician, the individual 
physician, to the operation of the formulary system in the hospital, 
with all of those four conditions met, it is definitely ethical. 

And in testimony on this, Mr. Dixon, you have, as I say, the backing 
of the American Medical Association, the American Hospital Associ- 
tion, Catholic Hospital Association, the American College of Sur- 
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geons, the American College of Physicians, and the Joint Accredita- 
tion Commission on Hospitals. I don’t think you can go any further 
than that. 

Mr. Dixon. Do you feel, with respect to the charge that under the 
formulary system you are engaging in substitution, that you are, in 
fact, substituting a product, or do you feel that you are, under the 
formulary system, prescribing the same product ? : 

Dr. Grorscuen. We are, in fact, giving the patient—we are dis- 
pensing to the patient—precisely what the doctor ordered. 

Mr. Dixon. In other words, you would disagree with the charge, in 
fact, that you are engaging in substituting one product for another ? 

Dr. GrorscuEeL. We are not substituting. 

Mr. Drxon. All right. 

Senator Harr. Mr. Kittrie. 

Mr. Krrrrim. Doctor, I would like for the clarification of the record 
to understand what your formulary committee does and what its re- 
lationship is with the pharmacist in chief. As far as the formulary 
committee is concerned, all it does, it is listing of drugs that are ac- 
ceptable at that hospital. Let’s say in the case of hydrocortisone. In 
et pani all it would say is hydrocortisone will be accepted at this 

ospital. 

It does not analyze the particular trade names under which this 
particular drug is available; is that right ? 

Dr. Grorscuex. It goes into the drug itself, not into trade names. 
But let me go on. 

The people who are on this committee are representatives of each 
of the clinical departments in the hospital and in the medical college. 
These are people who are selected for their background in this particu- 
lar kind of thing. And they assure themselves—they acttialty have 
to submit reports, discuss on among themselves, take additional 
steps if necessary, to insure—that the drugs which they are giving 
their approval to are everything that they say they are. 

Mr. Krrrrie. This is approval to a drug, to a generic drug? 

Dr. GrorscHe.. Right. 

Mr. Krrrrim. Without any particular dealing with who manufac- 
tures the drug? 

Mr. Grorscuet. That is right. 

Mr. Krrrrie. Now, the real decision, then, when the hospital needs 
hydrocortisone, the real decision as to what particular drugs to pur- 
chase is then with the pharmacist in chief. 

That is, he will decide whether to buy Cortef, Cortril, or any 
other form under which hydrocortisone is available ? 

Dr. GrorscueL. He may. But he will do it in consultation with the 
committee. 

It is very important, for example, in the use of steroids and anti- 
biotics, and some of the very powerful drugs, that we get exactly what 
the doctor wants. 

The members of the formulary committee will very quickly tell the 
pharmacist whether this drug that has been supplied is doing what 
it is supposed to do or not. 

The pharmacist does not operate in a vacuum. He operates in 
very close contact with the the members of the formulary committee. 
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Mr. Kirrrre. Yes, but if you feel tht the drug is the same as you 
said, only the name is different, is there any need for the pharmacist to 
consult with the doctors? He is, or he knows they want hydrocorti- 
sone, and he will order it from whoever supplies him with hydrocorti- 
sone; isn’t that right ? 

Dr. Grorscue.. Except that after they use it on their patients and 
they gain experience in using any particular product and they find 
out that it doesn’t meet their requirements, they will very definitely 
tell him, and they will cause this thing to be reevaluated. 

Mr. Krrrrre. Bo there may be cases where the drug is not the same. 
You started out by saying the name is different, but the drug is the 
same. 

Are you saying now that there will be cases where hydrocortisone 
will be ordered from one manufacturer and after experience you will 
decide that the product provided by this manufacturer is not satis- 
factory ? 

Dr. Groescuen. It might 

Mr. Krrrrre. And you use another one? 

Dr. GrorscnHen. It might. 

Mr. Kirrrire. So you may have cases, then, where although the 
product is listed as hydrocortisone, you will decide that a particular 
~<a product is not what you want? 

r. GrorscHeL. It might very well. Every effort is made to avoid 
this. Every effort is made before we buy a drug to make sure that 
we get a reliable drug. But I am confident that over 144 years we 
have occasionally run into a situation where a particular supplier 
has perhaps not given us what we wanted, and in such a situation we 
would promptly reject that material and get stuff that we could depend 
upon. 

Mr. Kirrrie. But actually it is the pharmacist-in-chief, through 
consultation with the formulary committee, that decides who to buy 
from; is that right? 

Dr. Grorscue.. Right. 

Mr. Kirrrm. As you know, there has been all kinds of testimony 
here as to whether or not a trademark product gives more protection 
to the doctor and to the patient or not. Some feel that there is some 
basic differences between the drugs, depending on who manufactures 
them. 

Your hospital feels that this is not that important. But there are 
probably many doctors who feel that they are afforded more protec- 
tion and that the patient is afforded more protection if they can pre- 
scribe a particular trademark drug. 

Now, a doctor like this, that feels that he wants to prescribe by 
trademark, actually will be denied the opportunity to practice in your 
hospital ; is that right? 

Dr. Grorscnen. No, he wouldn’t; if he is practicing in connection 
with the ward patients and the clinic outpatients, he will have to 
observe the formulary system selection. ith respect, however, to 
his private patients, if he chooses to insist upon a name brand, we 
will purchase it for that particular patient and then will charge the 
patient what we call a special drug charge. 

Mr. Krrrrie. So far as his own individual patients are concerned, 
he can prescribe any way he wants? 
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Dr. Grorscuet. He can, but the patient has to pay for it. I can 
tell you that as a matter of experience our doctors depend very 
heavily upon the recommendations of the formulary committee, and 
the drugs which are supplied by our pharmacy, and the number of 
brand names that they insist upon is relatively small. 

Mr. Krrrriz. Doctor, you indicated you were an expert or have 
specialized in law of hospitals and so on, and, therefore, I am inter- 
ested in your comments on this particular matter. 

You indicated there were cases where a product was ordered and 
at a later time you decided you wanted the prodct of another manu- 
facturer, which means apparently that the original supply was not 
as good as what you wanted, 

Dr. Grorscuen. Or that another one might be better in point of 
time, improvements might have been made. 

Mr. Kirrrie. One of the problems doctors are concerned with are 
suits against them for malpractice. 

Dr. GrorscHe.. Yes, indeed. 

Mr. Kirrrie. If he comes to a hospital and prescribes a particular 
drug and you have a formulary and your committee has decided to 
buy a particular drug, he prescribes this drug and, let’s say it does 
not work very well, the doctor is fairly well protected because he 
has the whole hospital judgment behind him. 

If he is in private practice and a drug is purchased and it turns 
out for some reason or other the drug is not good, the doctor is really 
much more liable to be sued, is that right? 

I mean he cannot say, “This big hospital has approved of this 
drug and I just prescribed it and the hospital agrees with me.” 

Dr. Grorscue.. I think I see your point. It so happens that I am 
a member of the American Medical Association’s Committee on 
Medical Legal Problems, and I am chairman of the Joint Committee 
of the American Medical Association and American Hospital Associ- 
ation on Medical Legal Education. I know the problem of which 
you speak. ‘ 

You are trying to separate the doctor working alone out in private 
gy and his ability to try and determine what is a reliable drug 

or his patient. 

Believe me, I feel for him, because I practiced medicine as a solo 
practitioner in a rural area for a number of years before the war. 

know what I am talking about. You are comparing his situation, 
a difficult one, with the situation of the doctor in the hospital. 

It is entirely different. This I will acknowledge. In the hospital 
he has the benefit of this entire group studying, appraising, evalu- 
ating. When he is out alone, he doesn’t have this. It is an entirely 
different situation. With this I would agree with you completely. 

Mr. Kirrrm. The private practitioner in the small town would 
be much more inclined to depend on the trademark product because 
he thinks this particular company is safe. 

Dr. Grorscue.. I think he would be inclined to do so, and I can 
remember the days when a whole stream of detail men from pharma- 
ceutical concerns would come in and give me the hard sell for their 
own particular brand names. 

I think I was perhaps just as susceptible as any other physician 
trying to do the best for his patients. I am sure that that probably 
is the case. 
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Mr. Kirrrie. Thank you very much. 

Mr. Drxon. Doctor, on that same point, you used the word “safe.” 
Would the general practitioner be inclined to use this because he 
would be dealing with a more reputable financial company, if he does 
so! 

Dr. Grorscuen. I don’t think I can comment on that. 

Mr. Dixon. In other words, if the doctor prescribed a drug product 
relying upon that drug product, the drug company cannot escape lia- 
bility ? 

Dr. Grorscuen. No. 

Mr. Drxon. It is not just the doctor? 

Dr. Grorescuet. I think it is under the law of product warranty, I 
believe. 

Mr. Dixon. Yes. 

Dr. Grorscuen. Yes, indeed; and the bigger the company, the more 
comfortable I expect the doctor would feel. 

Mr. Dixon. So there is something besides safety involved here? 

Dr. Grorscuen. Yes, indeed. Iam sure you are right. 

Senator Harr. Doctor, thank you very much. 

Dr. GrorscuEen. I want to thank this committee for being so gen- 
erous in listening to me for so many minutes. Thank you very much. 

Senator Harr. The committee will recess until 2:15. 

One witness from my own State is scheduled and he will probably 
take not more than 30 minutes. 

(Whereupon, at 1 p.m., the hearing was recessed, to reconvene at 
2 p.m., the same day.) 

AFTERNOON SESSION 


Senator Harr (presiding). _The committee will be in order. 

This afternoon I am delighted to welcome, as well as introduce, thie 
director of drugs and drugstores of the State of Michigan, Mr. O. K. 
Grettenberger, whom I have known for a long time. If any good 
things are required to be said, I can say them in good conscience. 

I am delighted to have you give the committee your impression on 
one aspect of the subject we favs been reviewing. I know it will 
reflect your judgment based on your longtime drug and pharmacy 
business and 10 or 11 years, I think it is, on the board, 


STATEMENT OF 0. K. GRETTENBERGER, DIRECTOR OF DRUGS AND 
DRUG STORES, STATE OF MICHIGAN, LANSING, MICH. 


Mr. Grerrensercer. Thank you, Senator Hart, for the kind re- 
marks. LIappreciate them immensely. 

Members of the committee and counsel, before I read my opening 
statement, if I may make an opening statement, I would like to read 
to you a proposed rule which was proposed by me sometime ago to 
the Michigan Board of Pharmacy, so that you will know what my 
opening statement is about. 

The proposed rule is this, and I quote: 

In the filling of prescriptions or dispensing medications by a pharmacist, a 
generic name product may be used in lieu of a brand name product wherein 


it has been established through recognized assay that the generic product is 
identical in medicinal structure, action, and strength, to that of the brand name 
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product: Provided, however, That the physician writing the prescription has 
given written authority to use a generic name product in lieu of brand name 
product prior to dispensing the medication by the pharmacist. 

And now the statement that I wish to make. 

I would like the committee to clearly understand, at the outset, that 
my recommendation to the Michigan Board of Pharmacy proposing 
the rule on the use of generic names in lieu of brand names came about 
as a result of the Casden case in Wayne County, Mich., and the decision 
of Judge Weideman in circuit court. 

Also, the findings of our department that the hospitals throughout 
the State of Michigan, and we presume in other States, have been 
operating with the use of a hospital formulary system, for years. 

Hospital pharmacies now licensed in the State of Michigan were 
found by our inspection department to be using generic name products 
in lieu of brand name products, after first receiving authorization 
from the prescribing physician, in blanket form on any and all oc- 
casions it was found advisable by the therapeutics committee and the 
pharmacist. ( 

Inasmuch as hospital departments in the State of Michigan are 
now licensed as pharmacies and inasmuch as they do fill prescriptions 
for inpatients as well as outpatients, and do use generic name products 
in lieu of brand name products, it was found necessary to promulgate 
such a rule. 

The hospital pharmacy would then be operating within the legal 
limits of the Pharmacy Act as well as pharmacies in ordinary drug- 
stores. There can be no differential between pharmacies operating in 
hospitals and pharmacies operating in the ondinary community drug- 
store as long as patients on the outside of a hospital can secure medi- 
cation on prescription or order of a physician from a hospital phar- 
macy the same as a prescription furnished by them might ts filled at 
the ordinary licensed pharmacy. 

The physician, in joining the staff of a hospital, agrees to use of 
a generic name product in lieu of brand name items, as listed in the 
hospital formulary. 

My position is not to antagonize large manufacturing drug con- 
cerns, nor am I concerned with their profit structure, whether it be 
great or small. 

As the director for the board of pharmacy in the State of Michigan, 
I am interested only in seeing that proper medication is given in the 
dispensing, by a pharmacist, of a medication to the public on author- 
ized psi Be or order of a physician. 

Of course, the price problem develops when, in many cases, we find 
the generic-name drug used in lieu of a brand-name product, is much 
less expensive to the patient. Irrespective of this, and inasmuch as 
Judge Weideman in the Casden case declared that there was no sub- 
stitution indicated in the use of a generic-name product for a brand- 
name product, the chips must fall where they may, if it affects the 
profit structure in the promulgating of this rule for the large 
manufacturer. 

As the board of pharmacy, our interest is only in the interest of 
public health and we must rely upon the Federal Food and Drug 
Administration to authenticate the implication of a label. 
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If the budget of the Federal Food and Drug Administration is too 
small to cover this increased workload, I eae certainly recommend 
that the budget be increased to a point to justify that there would be 
no inferior drug products on the market. 

In support of the proposed rule to the Michigan Board of Phar- 
macy, I wish to cite a resolution adopted in 1955 by the American 
Pharmaceutical Association, entitled “Generic Names.” I quote: 

Whereas it is agreed by all pharmaceutical authorities that generic names 
need chemical or unregistered names of drugs, or the names recognized by the 


USP, International Formulary, or Homeopathic Pharmacopoeia of the United 


States, or the names adopted by the Council on Pharmacies or Chemistry of the 
American Medical Association ; and 


Whereas the use of generic names is therefore, in company with the highest 
ethical standards of the medical and pharmaceutical professions: Be it 

Resolved, That the American Pharmaceutical Association, as such, believes in 
and encourages the use of the generic names for general drug products. 

Also, another resolution passed in 1956 by the American Phar- 
maceutical Association, entitled under “Generic Names,” I quote: 

Resolved, That the American Pharmaceutical Association supports and en- 


courages the use of generic names in the prescribing and dispensing of drugs by 
the medical and pharmaceutical profession, 


A companion resolution passed in the same year is herewith quoted : 


If a brand is prescribed it has always been on the basic code of the phar- 
macist to dispense that brand. If they use a different brand, it has to be author- 


ized by the prescriber. 

I have been director of drugs in the State of Michigan 11-plus 
years, and in the many samples taken for analytical findings I have 
found no supposedly small company representing their labels to be 
“ve other than what was stated thereon. ! 

e have found, however, in our fight against substitution, prior 
to the Casden case, that pharmacists have not always filled the pre- 
scription with the particular brand name requested. They have filled 
it with an unauthorized generic-name product, which substance was 
always found to have contained within tolerance a like amount of the 
basic-name medication used in lieu of that particular brand-name 
product. 

I advocate a “Certification of quality” by the Federal Food and Drug 
Administration that would assure the public, irrespective of the size 
of a corporation, that the labeling is correct. 

I fully recognize the fact that the Federal Food and Drug Admin- 
istration is limited in its scope at the present time in analyzing prod- 
ucts by all concerns that manufacture drugs. This limitation should 
be lifted and an assurance to the professions that a certificate of qual- 
ity should be established. 

The American Pharmaceutical Association, since its inception, was 
founded to prohibit inferior imported drugs from being used in the 
filling of prescriptions. Seaboards were flooded with inferior drugs; 
if they were refused in Philadelphia, they might be accepted in Bos- 
ton or New York. 

Pharmacists took united action for the safety of public health and 
that resulted in the forming of the American Pharmaceutical Associa- 
tion. Imported drugs should certainly receive every scrutiny by the 
Federal Food and Drug Administration to assure this certificate of 
quality. 
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Within the State of Michigan, I have yet to find an inferior drug 
product, as far as generic basic medicinal substance is concerned 
within tolerance, as labeled, of any yet analyzed. Our analytical 
work has been done by the Michigan State Department of Agri- 
culture in East Lansing, Mich. 

I have the utmost respect for the large corporations manufacturing 
drugs and also the utmost respect for the small industries manu- 
facturing drugs. As long as the public receives the correct medica- 
tion in the filling of a prescription, whether it be by brand name or by 
generic name within the tolerance of the required dose, we have justi- 
fied our enforcement of the Pharamcy Act as a board of pharmacy 
and a servant of public health. 

I am afraid that the pharmaceutical industry has overly frightened 
the pharmacists by implying that everything that is not a brand 
name is of a poor quality. 

I wish to make it clear that the Michigan Board of Pharmacy, 
up to the present time, has not adopted the proposed rule made to 
them and I have no prophecy as to whether or not they will adopt 
the rule as proposed to them. 

I might add this, also. At the present time there is a committee 
studying the proposed rule which I submitted to the Michigan Board 
of Pharmacy appointed by the Governor of the State of Michigan, 
G. Mennen Williams. 

Such appointment includes the executive secretary to the Governor, 
a ae of the attorney general’s office, the attorney general, and 
myself. 

I understand from conversation today with the Governor’s staff 
that a new proposal similar to mine can take care of a rule regulating 
substitution. It will be made by the Governor to the Board of phar- 
macy within the next day or so. 

As quick as the attorney general has an opportunity to go over the 
wording and justify the entire rule to the satisfaction of the commit- 
tee, it will be presented. : 

I thank you for allowing me to make this opening statement, and 
I know your time is limited. 

Senator Harr. Thank you very much. The opinion to which you 
referred in the circuit court of the county of Wayne, State of Michi- 
gan, should be made a part of the record and will eat exhibit No. 389. 

(Exhibit No. 389 may be found on p. 11761.) 

Senator Harr. Also, I think it would be helpful that if a rule is 
issued by the board, we reserve an exhibit number, which will be 390, 
in order that there be some continuity to this. 

Mr. Grerrensercer. I will be glad tosubmit it, if adopted. 

(The rule referred to was not adopted.) 

Senator Harr. Mr. Dixon. 

Mr. Drxon. Mr. Chairman, when Mr. Grettenberger proposed the 
rule which he has read, he had a considerable volume of correspond- 
ence with various drug manufacturers and authorities in the medical 
and pharmacy field. 

I would suggest, because of the general nature of that correspond- 
ence and its importance, that, he having no objection, we assign No. 
391 to the correspondence as such, and that it will be No. 391—A com- 
pletely through the correspondence until they are all numbered. 
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Senator Harr. Without objection, that will be done. 

Mr. Grerrensercer. There is no objection on my part. 

(Exhibit No. 391 may be found in the files of the subcommittee. ) 

Mr. Drxon. On the Casden case, just so the record is clear, if I un- 
derstand it correctly, it revolved around the problem that a prescrip- 
tion had been written for—was it Meticorten ¢ 

Mr. GreTTENBERGER. Meticorten, yes. 

Mr. Drxon. And that the pharmacist did not fill the prescription 
with Meticorten, but he substituted another drug. 

Mr. GreTrenBerGer. Prednisolone, yes. 

Mr. Drxon. Prednisolone. And it was a brand other than 
Schering’s. 

Mr. GrerrenBERGER. Yes. 

Mr. Drxon. I believe the company’s product that was substituted— 
that was 

Mr. GrerreNBERGER. Upjohn. 

Mr. Drxon. It was Upjohn, another large, reliable company. 

Mr. GretTreNBeRGER. Yes. 

Mr. Drxon. And eventually in the Casden decision, it was held that 
that did not do violence—— 

Mr. GRETTENBERGER. Yes. 

Mr. Drxon. To the statute. 

Mr. Grerrensercer. True. 

Mr. Drxon. In the State of Michigan. 

Prior to this decision, the board felt it incumbent upon itself to 
ferret out those complaints and to consider them and, in its judgment, 
to exercise suspension if necessary ¢ 

Mr. GRETTENBERGER. Yes; that was our procedure. 

Mr. Dixon. And from that procedure, this case arose? 

Mr. GreTrenBercer. Yes. 

Mr. Drxon. Then eventually a decision was handed down? 

Mr. GrerreNBerGeR. Yes. 

Mr. Dixon. Which set it aside. 

You then proposed, as you stated here, this new change which you 
circulated and on which you have had this correspondence listed as 
exhibit 391. 

Mr. Grerrensercer. Yes. We didn’t do it in any big hurry. We 
wrote to all of the larger drug concerns and many of the small ones 
asking their opinions on the proposed rule, and we also took into con- 
sideration the various hospital associations, their ideas on the proposed 
rule, and we asked for any and all comments, whether it be construc- 
tive or not constructive, or whether it be for or against, so that we 
could make up a complete file on making up the mind of the board and 
helping make up the mind of the board. 

Mr. Drxon. You state that you have been in your position for 11 
years, and you said quite emphatically here that during this complete 
time you have yet to find an inferior drug product as far as a generic 
medicinal substance is concerned within tolerance as labeled. 

Mr. GRETTENBERGER. Yes. 

Mr. Drxon. In other words, based upon that, it would be fair to 
conclude that there would be very little difference as to whether you 
took one product or another product, as long as it met that tolerance. 
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Mr. Grerrensercer. As long as it met the requirements of the 
label. 


Mr. Dixon. Yes, sir. 

Mr. Grerrensercer. And within tolerance. 

Mr. Drxon. And, as we understand tolerance, the USP that may 
be assigned to drug products does have a tolerance factor in it? 

Mr. GrerrenBercer. Within a small degree, yes. 

Mr. Drxon. Within a small degree. It would not meet USP stand- 
ards if it were below or above, but it would if it were within that 
tolerance factor? 

Mr. Grerrensercer, That is true. 

Mr. Drxon. As an expert in the field, would you say, then, that one 
drug would have about as much value as another ? 

Mr. Grerrensercer. I would say that the labeling, following the 
labeling of any of the companies that we have ever analyzed, that the 
products are as labeled. 

Mr. Drxon. You are a pharmacist, you say ? 

Mr. GRETTENBERGER. Yes. 

Mr. Drxon. I suppose, no doubt, some people agree with you and 
some people disagree with you ? 

Mr. Grerrensercer. Yes; the major portion disagreed. The lesser 
portion agreed. 

However, the hospital associations were entirely in favor of the rule. 
The larger manufacturers were against the rule. The smaller man- 
ufacturers were for the rule, 

Mr. Drxon. In other words, in the State of Michigan, just as the 
witness we heard this morning testified with respect to the use of 
hospital formularies, various Sempitans in Michigan have adopted 
and do use formularies? 

Mr. GRETTENBERGER. Yes. 

Mr. Drxon. And as you recited here, in using the formulary, they 
are prescribing generically ? 

Mr. GrerrenBercer. Yes. r 

Senator Harr. Mr. Chumbris. 

Mr. Cuumeris. On this point about whether you receive a drug by 
generic term or by the trade name being the same drug, we received— 
as a matter of fact, it was a letter written to the editor of one of the 
local newspapers and it was placed in the Congressional Record. 

Mr. Cuumpris. Wouldn’t that illustration of the doctor refute the 
observation just made by Mr, Dixon when he was discussing the mat- 
ter with you? 

Mr. Grerrensercer. You say the patient made the change himself 
without—— 

Mr. Cuumprts. The article will speak for itself, but let’s say when 
the doctor found out that he was using the drug on a generic basis 
and not the trade name that the doctor had prescribed, the doctor had 
him go back on the original drug and the man became well after he 
had lost ground using the other ine that was not prescribed by the 
doctor. 

Mr. Grerrensercer. Well, of course, I maintain that it is the pre- 
rogitave of the physician to indicate whether or not he may use a 
generic in filling the prescription, the pharmacist may use the generic- 
name drug in lieu of a brand-name drug. 
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Mr. Cuumprts. Evidently, there was a difference in the two drugs. 
That is the point. Mr. Dixon’s point was that it doesn’t make any 
difference as far as the drug, itself, whether it be the trade name of 
Upjohn or a generic drug by some smaller or medium-sized company. 

Mr. Grerrensercer. I haven’t seen any—— 

Mr. Drxon. You are talking about a hypothetical case here. I 
think we ought to have the case before you ask the witness to comment 
on it. 

Mr. Cuumerts. I am asking him—— 

Mr. Drxon. He might have substituted aspirin for a corticosteroid. 

Mr. Cuumpris. It was exactly the same drug. Let’s use this. illus- 
tration, sir. 

I, as a doctor, prescribe a trade-name drug. Then the patient learns 
that he can get the drug cheaper on the generic-term basis, so the doc- 
tor says, “All right, I will give you the generic name of this drug and 
you go to your pharmacist and he will give you whatever drug he 
may have on his shelf of that generic name.” 

hen let’s assume that after he changed the drug to the second drug, 
he became worse. He goes back to the doctor and says, “Doctor, what 
is the difficulty ?” 

The doctor says, “Which drug are you taking ?” 

The doctor checks it, puts him back on the trade name and he 
becomes well, which may be the exact facts as related in this article. 
As I said, I don’t have it in front of me. Would that indicate there 
is a difference between the trade-name drug and the generic-term drug? 

Mr. Grerrensercer. No, it would not. 

Mr. Cuumepris. What would it indicate? 


Mr. Grerrensercer. It would indicate that probably he received 
the wrong _— in the first instance. 


In the second place—— 

Mr. Cuumepris. Let’s talk about a tranquilizer or an oral diabetic 
drug, or whatever the cause may be, but still the same drug. 

Mr. Grerrensercer. I would say it would make no difference be- 
cause in all of our findings, in analyzing the brand against the generic 
= pare found them to be identical in strength within tolerance o 
the label. 

Mr. Cuumprtis. But because the doctor knows his patient, he may 
realize that a particular trade-name drug met the conditions better 
than even another trade-name drug or a generic-name drug. 

Mr. Grerrensercer. It might be in the mind of the individual. 

Mr. Cuumeris, Then your point is that any doctor who says that 
you anon use this trade-name drug is giving unsound advice to his 

atient ? 
, Mr. Grerrensercer. No. It is his prerogative to use any drug that 
he sees fit. If he wishes to use the generic drug, he can so indicate, and 
it saves money, of course. 

Mr. Cuumpris. Maybe I haven’t made my point clear to you, but 
my point is this. 

If a doctor tells his patient that, “I believe that there are 15 drugs 
on the market, 4 with trade names, 11 under a generic name that doesn’t 
have a trade name, but I say that you should take only this one 
particular drug; that is my opinion; that is the best drug for you.” 





11596 ADMINISTERED PRICES 


Now, you say if they were all 15 the same, that he is not giving the 
proper advice to his patient, is he? 

r. GrerrenBercer. Oh, yes. I think that—maybe it might be a 
different color. It might satisfy the patient better with the color, or 
a different shape, and it might satisfy his mind. 

But he has that prerogative to prescribe whatever drug and what- 
ever brand that he so desires. 

But if he says use the generic-name drug, he may so do and still 
be within the limits of security that he is giving the drug that he 
anticipated giving, although he had given a brand-name drug. 

Mr. Cuumpris. And that all 15 drugs are 100 percent exactly the 
same in every case, in therapeutic value and safety and everything else? 

Mr. Gretrensercer. Yes. 

Mr. Cuumepris. That is based on your 11 years of experience on the 
board. 

Mr. GRETTENBERGER. Yes. 

Senator Hart. Mr.Kittrie. 

Mr. Kirrriz. I would just like to get some information on how 
your proposed rule would work. Are you proposing under this for 
every doctor in the community to leave with every drugstore a release 
or would you want him on ah prescription to state a substitute would 
be accepted, or how are you going to do it? 

Are you going to let him choose in each particular case or are you 
going to have him make a general waiver of the type he makes when 

e joins some of the hospitals that have formularies ? 

Mr. GrerrenBerGcer. I pre to have a blanket authorization good 
for a period so designed by the physician. It shouldn’t be any differ- 
ent to have the blanket authorization in an ordinary pharmacy prop- 
erly run than it would be in a hospital where blanket authorization 
is given. 

here would be no difference in my mind in either instance. 

Mr. Krrrrie. And you would leaye it to the individual pharmacist 
in every small and large community to determine in purchasing these 
drugs that he is buying good drugs, or that the company that he is 
buying from lives up to all these standards? 

Mr. GRETTENBERGER. Yes, but, of course, I did advocate the “Certi- 
ficate of Quality” by the FDA. 

Mr. Kirrri. I see. So, actually, your rule would work in your 
opinion as long as this certificate of quality goes into effect, too. Oth- 
erwise, it would really not be as effective. 

Mr. Grerrensercer. I wouldn’t say that it wouldn’t be as effective, 
because I think now that my findings have shown that they are effec- 
tive and they are up to standard. But it would be better assurance to 
the public if there was a certification of quality by the FDA. 

r. Karrrie. Thank you very much. 

Senator Harr. May Tmake a comment by way of a suggestion only ? 

If the authorization to substitute were approved, would it not be 
desirable that that rule provide that when you substitute, you do not 
substitute a brand which carries a higher price than the one prescribed ? 
We have been worrying about the reverse of this, but it just occurs 
to me that you might be opening the door to a higher rather than a 
lower price. 
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Mr. Grerrensercer. Of course, I can see your point, but as a board 
of pharmacy official interested in public health and not the pocket- 
book, I would say that my rule was sufficient. 

However, I can see your point, and it is well taken and possibly 
has merit. 

Mr. Drxon. Do you see any objection to amending the Food and 
Drug Act under the prescription section to require the pharmacist to 
put on the prescription label the name of the company whose product 
is on that prescription ? 

For instance, if the prescription came to the pharmacist calling 
for prednisone, 5 mg. tablets, and it was filled with prednisone, say, 
by Schering. Would there be any objection to putting Schering on 
that? Do you see any possible objection ? 

Mr. Grerrenpercer. I don’t see any objection to it whatever. 

Mr. Drxon. Then for a product by a small company like Premo, 
he could put Premo on there ? 

Mr. GRETTENBERGER. Sure. 

Mr. Drxon. And if Premo was listed there and he charged Scher- 
ing’s price, how long would he 

r. GRETTENBERGER. There would be violations in the use of generic 
names in filling prescriptions, because there are certain unscrupulous 
people, perhaps, that might take advantage of this price. But they 
will soon be found out even though the label, the name of the manu- 


facturer, is not on the label. But it might be a good idea to put it on 
the label. 

Mr. Dixon. I would think that I, as a member of the public, should 
be entitled to have listed on the prescription label on the product 


that the druggist handed me the name of the company’s product 
that I have been given. : 

Mr. GretreNnsBerceER. I see no objection. 

Mr. Drxon. On the Casden case, I will read from page 2 of the 
opinion. The judge said this: 

In the instant case the facts show that a prescription for Meticorten was 
presented to respondent, Earl Casden, the pharmacist, by one Robinson. Ad- 
mittedly, the prescription was filled by the respondent by dispensing prednisone. 

You have explained to us that he filled it with prednisone made 
by Upjohn. I don’t recall the trade name product of Upjohn at the 
moment, but we have it in the record of our corticosteroid hearings. 

I continue reading from the opinion: 

Chemically and by assay the drugs were identical. Under these circumstances, 
the court can see no violation of the statute, chemically and by assay the drugs 
being the same, since there was no substitution of any item on the prescription, 
as shown by a chemical analysis and/or recognized assay. 

That very clearly means to me that you couldn’t substitute identity. 

Mr. GRETTENBERGER. True. 

Mr. Dixon. That is what he said ? 

Mr. Grerrensercer. That is what he said. 

Mr. Drxon. And it just happens in this case that the substitution 
was made with another large company’s product ? 

Mr. GrerrensBercer, Yes. 

Mr. Dixon. And the judge reasoned that it was the same product. 
Therefore, the druggist wasn’t violating the present rule. 

Mr. GrerrensBerGeR. That is true. 
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Mr. Dixon. That would hold true whether the company had been 
Upjohn or a very small company, had the assay been identical ? 
r. GRETTENBERGER. Yes, 

Mr. Dixon. That is your point, if I understand it? 

Mr. Grerrenpercer. Yes. 

Mr, Kirrrie. Mr. Grettenberger, you indicated that as far as your 
concern goes, you are not really interested in the question of prices, 
You are making this proposal, this new rule, for other purposes. _ 

What other purpose is there for this rule, rather than making drugs 
available to patients at lower prices? 

Mr. Grerrensercer. No. 1, I think the inventory in a prescription 
room could be drastically cut by not having all brands. Of course, 
there might be some loss of prescriptions inasmuch as certain phy- 
sicians would designate certain brands, and that would be up to the 
pharmacist whether or not he wished to carry that line or not, that 
particular line. 

But I think the question of duplication enters into it mainly. But 
we in Michigan are trying to make pharmacies at the corner drugstore 
equal to pharmacies within hospitals who have been doing this very 
thing for a number of years under the formulary system. 

Mr. Kirrrte. So actually the two beneficiaries: 

(a) Would be the general public, and 

(6) Other beneficiaries could be the pharmacies. This would re- 
quire a smaller inventory ? 

Mr. GReETTENBERGER. ‘Parhape. 

Mr. Krrrrim. Still, could you tell us if there is anything at all to 
guarantee, if this rule is adopted, that a difference between the price 
of the generic name product and the price of the trademark product 
will go to the patient rather than to the pharmacist ? 

Mr. Gretrensercer. No, sir. Only our free-enterprise system in 
which there is good competition, and it soon leaks out. People are 
pretty smart nowadays in reading prescriptions because there is not 
too much compounding. It is pretty much counting out of a bottle 
or filling of a liquid into another bottle. 

They can pretty much readily read it and duplication time after 
time of the same prescription taken to various stores would certainly 
show up eventually the one that was price gouging. 

Mr. Krrrrm. But there would be nothing at all to prevent the 
pharmacist under this rule to fill the-prescription from a generic 
name product and charge about the same price or the same price that 
he would charge, if he was giving a trademark product ? 

Mr. Gretrensercer. True. Price is not considered within the rule. 

Mr. Krrrrme. Thank you very much. 

Mr. Drxon. One other question, Mr. Chairman. 

I assume that Michigan at some time must have adopted a new reg- 
ulation against substitutions, did it not ? 

Mr. Grerrenrercer. I don’t exactly understand what you mean. 

Mr. Drxon. I understand that in recent years many of the States 
have adopted a new regulation with respect to the dispensing of ethi- 
cal drug products. 

Mr. GrerrenBerGer. We haven’t adopted any new resolutions or 
rules. But we have had more suitable attorney general’s opinions 
which have helped us in enforcing the antisubstitutions. 
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Mr. Drxon. What was the authority under which you proceeded 
against Casden ? 

Mr. Grerrenpercer. Against the Casden case was the Attorney 
General’s opinion, and I think I have it in this folder which you 
will have as part of your record, the attorney general’s opinion—— 

Mr. Drxon. Is it dated May 20, 1949, Opinion No. 971? 

Mr. Gretrennercer. That isn’t the opinion, The opinion we have 
been operating under is Opinion No, 2766. 

Mr. Dixon. I think I have it now. 

Mr. GrerrenBercer. Yes, you have that, and that is by Thomas M. 
Kavanaugh, now a supreme court justice. 

Mr. Dixon. Yes, sir. 

Mr. Grerrensercer. In Michigan. 

Mr. Drxon. If that is not in those papers, Mr. Chairman, I would 
suggest that this be—— 

r. GRETTENBERGER. It is in the papers. 

Mr. Drxon. It was under this authority that you proceeded against 
Casden ? 

Mr. GretrenBercer. Yes. 

Mr. Dixon. Thank you, Mr. Chairman. 

Senator Harr. Thank you very much. 

Mr. Grerrensercer. I appreciate it, Senator Hart, very much, for 
allowing me to appear a asking me down. I thank the whole 
committee. 

Senator Harr. I think that this action or proposed action by you 
is suggested through your deep conviction that safety would not be 
impaired, provided, however, there is assurance that the Federal 
Food and Drug Administration is adequate to do the job. 

Mr. GreTTENBERGER. Yes, there must be a certificate of quality or a 
seal of quality. 

Senator Harr. As these hearings have developed all this week, I 
think all of us are more impressed than ever that, in the consideration 
of broadening of generic prescription practice, there must be an 
assurance that the Federal Food and Drug Administration is stepped 
up to insure against any hazards that might otherwise result. 

We will adjourn until 9 :30 a.m., tomorrow, at which time we antici- 
pate hearing, as we indicated this morning, Dr. Walter Modell of 
Cornell Medical School, and the former medical director of the Pub- 
lic Welfare Department in Connecticut, Dr. Harold Pierce. 

The committee is adjourned. 

(Whereupon at 2:55 p.m., the hearing was adjourned, to reconvene 
at 9:30 a.m., Thursday, May 12, 1960.) 

35621—60—pt. 218 
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THURSDAY, MAY 12, 1960 
U.S. Senate, 


SUBCOMMITTEE ON ANTITRUST AND MoNoPoLy, 
OF THE COMMITTEE ON THE J UDICIARY, 
Washington, D.C. 

The subcommittee met, pursuant to recess, at 9 :35 a.m., in the caucus 
room, Old Senate Office Building, Senator Philip A. Hart, presiding. 

Present : Senator Hart. 

Also present : Paul Rand Dixon, counsel and staff director; Peter N. 
Chumbris, counsel for the minority; Nicholas N. Kittrie, counsel for 
the minority; George E. Clifford, assistant counsel; Thomas C. Wil- 
liams, attorney; Dr. John M. Blair, chief economist; Dr. E. Wayles 
Browne, Jr., economist; Paul S. Green, editorial director; Gladys E. 
Montier, clerk. 

Senator Harr. The committee will be in order. 

The first of three witnesses scheduled for today is Dr. Walter Modell, 
of Cornell University Medical School. 

Doctor, we welcome you. 

Dr. Mopetu. Thank you, Senator. 

Senator Harr. We are grateful that you will give us the observa- 
tions that you may have. 

I would suggest, sir, that yo abandon modesty and eliminate the 


necessity for my asking leading questions. Just tell us about your 
background, please. 


STATEMENT OF DR. WALTER MODELL, CORNELL UNIVERSITY 
MEDICAL COLLEGE, NEW YORK, N.Y. 


Dr. Mopetx. I am looking for my prepared statement. I did not 
identify myself there. My name is Walter Modell, and I live in the 
village of Larchmont, N.Y., which is just outside of the city. I have 
been on the staff of Cornell University Medical College, with the 
exception of 1 year, from 1932 on. 

My duties there have involved me in the teaching of pharmacology 
and therapeutics, and it is on the basis of this and other experiences 
that I think I have been called here to testify. 

Do you want any further identification or is that enough ? 

Senator Harr. i think that is quite satisfactory. Your reputation 
preceded you when you were commented upon yesterday. 

Dr. Mopvetu. I should like to read this statement, which I would 
not present, had it not been suggested to me that it would be useful 
toyou. Itis deliberately brief; I hope it is also succinct. Its purpose 
is only to explain the basis of my own views. 
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I have been asked to appear before you to give evidence concerning 
problems developing from the conflict between proprietary and non- 
prietary names for drugs. 

I have had to deal with problems of drug nomenclature as an asso- 
ciate professor of pharmacology at the Cornell University Medical 
College, as chairman of the Formulary Committee of the New York 
Hospital, as editor in chief of a medical journal specializing in prob- 
lems of drugs and therapeutics, as editor of a textbook on the problems 
of the choice of drugs, as a member of the General Committee on Revi- 
sion of the Pharmacopoeia of the United States, and for 20 years (but 
not now) in the private practice of medicine. 

In each instance, the only satisfactory solution has been the exclu- 
sive use of nonproprietary names for drugs. 

As a teacher I ae used nonproprietary names for drugs because 
academically this is the only nomenclature useful for the proper teach- 
ing of pharmacology and therapeutics. I think that the academic 
stand is also the practical one. If a subject is to be taught, the ma- 
terials with which it is concerned must be identified. 

Only a name which conveys meaning lends itself to instructive 
communication. Only nonproprietary names always tend to identify 
the nature of drugs and, therefore, as a general rule, only by using 
them can one communicate meaningfully about drugs and instruct 
students on the nature of drugs and their effects on the human body. 

If students of medicine do not learn about the nature of the drugs 
they use, they cannot know how to use them either safely or effectively 
when they prescribe them for patients. 

In addition, trademark names often introduce confusion in an al- 
ready difficult and complex subject by providing more than one name 
for the very same drug; sometimes there are as many as 25 proprie- 
tary names for the same thing, occasionally more. 

Within the last few weeks a new form of penicillin, which may well 
prove to be advantageous, with the nonproprietary name of penethi- 
cillin, was introduced on the markef simultaneously under at least 
six different proprietary names: 

Alpen, Chemipen, Darcil, Dramcillin-S, Maxipen, and Syncillin. 
They are colored differently (pink, peach, green, and two shades of 
yellow) and are advertised as distinctive materials but no effort is 
made in promotional material to inform the physician who is urged 
to use them that they are otherwise all identical. 

We could never teach pharmacology if we attempted to cope with 
the confusion created by proprietary nomenclature. As a matter of 
fact, it is virtually impossible, even for experts, always to know all 
the proprietary synonyms which have been created for the non- 
proprietary names of the drugs they use. Thus, it is possible in a 
discussion between two specialists in the same field for neither to 
know that each is talking about the same drug. Imagine the dilemma 
this can create for those less expert, the student and the general 
practitioner. 

The problem in nomenclature thus also relates to the practice of 
medicine. No one can practice rational medicine unless he knows 
what he is giving his patient, because he cannot otherwise anticipate 
all the scabs actions from and reactions to the drug. If a physician 
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wants to know at all times what he is prescribing, he will, perforce, 
use only nonproprietary names. 

At the New York Hospital, which is a teaching hospital affiliated 
with the Cornell University Medical College, the professor of medi- 
cine, the medical board, and the formulary committee require the 
exclusive use of nonproprietary names for drugs in the hospital be- 
cause in their considered opinion this is inseparable from the mean- 
ingful use of drugs, hence leads to higher standards of medical prac- 
tice. Prescriptions which do not use nonproprietary nomenclature 
are not accepted at our pharmacy. 

We hope that this insures better practice, but at the very least it 
forces the physician to know what he is giving patients in our hospital 
when he writes a prescription. 

In the medical journal of which I am the editor and in the textbook 
on the choice of drugs which I edit, the format is to use nonproprietary 
names because, for the reasons already given, this is the only way in 
which a discussion about drugs can be carried on intelligently. Many 
other journals, including the Journal of the American Medical Asso- 
ciation, do this, too. 

The Pharmacopoeia of the United States uses only nonproprietary 
names; so do all official lists of drugs because, once again, these are 
pe only names that convey the meaning, hence properly identify 

rugs. 

It seems to me that it is not necessary to embellish or belabor these 
points further ; in the best teaching and in the intelligent and unbiased 
writing on drugs, nonproprietary names of drugs are used. And since 
physicians as well as medical students must read or somehow be taught 
about new drugs in order to keep up with developments in therapeu- 
tics, these are the sober reasons why I am convinced that the use of 
names which properly identify drugs, that is, nonproprietary names, 
is necessary for good medical practice as well as to prevent confusion 
——- drugs which can lead to accident and disaster. 

Senator Harr. Thank you very much, Doctor. 


You — the desirability of nonproprietary names, for several 


reasons. I note that in discussing this new form of penicillin, you 
have identified six different kinds, varying in color and so on, but you 
wind up by saying that nonetheless all are identical. 

Dr. Mopetu. Otherwise identical. 

Senator Harr. There is testimony going both ways on this. What 
assurance is there that a drug in terms of quality and effect on a 
patient, prepared by two or more firms, is, in fact, identical ? 

Dr. Mopet1.. In this particular instance, I suspect that it is all made 
by the same manufacturer. But if it is not so in this case, it is in 
others, so that the initial material comes from one source, and, there- 
fore, is the same. 

In any event, in a similar instance standards of purity and potency 
are set up, and these are required by such bodies as the United States 
Pharmacopoeia; so that regardless of the manufacturer of the name 
under which it is sold, the essential requisites of purity and potency 
are established and must be lived up to. 

So it doesn’t matter under which disguise this drug is sold. It has 
to provide what is stated on the label. If it says it contains a certain 
amount of this new drug, this must, in fact, be there by law. 
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Senator Hart. Thank you very much. 

Mr. Dixon? 

Mr. Drxon. On the example that the Senator just pointed out to 
you with respect to penethicillin, you said there are six different pro- 
prietary names. Do you mean by that that these are the same product 
chemically, with the same potency and same therapeutic value, with 
six different names? Is that what you mean ? 

Dr. Mopetx. These are tablets of different color and they may be 
of different size, but contained within them is the stated amount of 
precisely the same material in each case. 

Mr. Drxon. Of penethicillin ? 

Dr. Movrtu. Yes. 

Mr. Drxon. I assume that at the New York Hospital, the prescrip- 
tion is written for penethicillin ? 

Dr. Movetu. We have not accepted this drug into the formulary of 
the New York Hospital, sir. 

Mr. Dixon. You have not accepted that yet ? 

Dr. Monet. No. . 

Mr. Dixon. If it would be accepted, under your practice it would 
be-—- 

Dr. Move.u. It would have to be written under the name of 
penethicillin. 

Mr. Drxon. You use the terms “brand name” and “trade name.” 
Do you use them synonymously ¢ 

Dr. Mopetu. I should like to carefully distinguish between them. 
A trade name really applies to what is technically a trademark. This 
is a name which is protected by copyright. For example, the term 
“Meticorten” is a trademark really, commonly called a trade name; but 
technically a trademark for prednisone, and, as such, is protected by 
copyright. 

Now, a brand name really refers to the name of the manufacturer 
and not to a trademark. I think that there are very few people who 
would object, that I know of, to brand names. This is part of general 
practice. 

Some people like Campbell’s soup and they buy all kinds of Camp- 
bell’s soups; but they always know whether it is vegetable soup or 
noodle soup. This is made very clear. And the brand is the name 
of the packer or manufacturer. . 

Mr. Drxon. As a doctor, would you welcome, then, the practice of 
introducing this practice into the ethical drug field—for instance, say- 
ing Schering’s prednisone ? 

Ir. Movety. This is the only solution I see to the problem. 

Mr. Dixon. Dr. Garb, who testified before us, made that point. 

Dr. Mopetu. This is the only way of treating the problem that I see 
as practical, in which one can give credit to a manufacturer for what- 
ever reputation for reliability he has developed. I think this is 
proper and I think for many reasons this is even desirable. 

r. Drxon. What are those reasons, then, that you suggest? 

Dr. Movretx. There are several reasons aside from that of habit. 
One finds in practice that one manufacturer produces drugs of great 
reliability and, therefore, continues to use it. 
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But, in addition to that, there are slight differences in fabrication 
of fixed forms. I don’t mean the drug itself, but the vehicle and the 
incipients and the other materials that make up a solution or a mixture 
or a tablet or a capsule. These also involve problems of flavor, color. 

Patients tend to identify medication not by what they contain so 
much as by what they look like or what they taste like. 

If one were to give a patient a medication that was green on one 
week and yellow the next week, it would create a certain amount of 
confusion. 

If one knows that “X” manufacturer’s preparation, which is quite 
satisfactory, is yellow and prescribes it all the time to the same 
tient, it will look the same and appear the same and it will create less 
confusion. 

In addition to that, some of the materials other than the drug itself 
which are contained in medication systems are capable of causing 
reactions, certain oils and certain other materials, and if a patient is 
sensitive to one of these extraneous materials, and one identifies it with 
one brand and not with another, this provides a way of avoiding a 
brand for a particular reason that has nothing to do with quality, but 
rather with the matter of individual idiosyncrasy. 

So the identification of a manufacturer ama his product has real 
advantages. 

But this is all involved and associated with knowing what one is 
giving. It involves knowledge and real information. It is something 
that is disguised, truly, by the use of trademarks, which completely 
cover up the nature of the material and everything else involved 
about the medication that is given that way. 

Mr. Dixon. I notice in your opening paragraph that you say you 
serve as a member of the General Committee on Revision on the 
Pharmacopeia. Then, during your remarks a moment ago, you re- 
ferred to certain safeguards fe the Food and Drug Administration, 
and the various bodies that list these drugs, that generic products 
within these tolerances, I assume, met potency requirements. 

When the Pharmacopeia accepts one of these drugs or lists one of 
these drugs, doesn’t it involve a factor of potency or quality ? 

Dr. Mopeit. The Pharmacopoeia of the United States sets stand- 
ards of potency, purity, quality, that are essential for the use of the 
drug consistent with health. 

These are all part of the function of the Pharmacopoeia of the 
United States; and after these standards are set, then it ordinarily is 
incorporated in the law of the land. 

Mr. Dixon. At the New York Hospital, how many drugs are in 
use under the formulary ? 

Dr. Moveti. In aa: terials that is now in press, there are a total 
of 359 different drugs; not different preparations, but different drugs. 
If a drug is in solution and in solid form it is counted still as one, as 
long as it is the same drug. 

Mr. Drxon. If you did not have this formulary, how many drugs 
would you estimate would have to be stocked ? 

Dr. Mopetu. It would make a great difference. We have 359 drugs 
and a total of about 2,000 prenereiiees of these 359 drugs. In a hos- 
ars pharmacy not controlled by such a system as ours, it would more 

ikely have 2,500 different names and perhaps over 10,000 different 
preparations of these same materials. The difference is tremendous. 
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Mr. Drxon. Are we to understand that perhaps at one extreme you 
would have to stock 10,000 different preparations? 

Dr. Mopzxu. This is not unusual. The pharmacy around the corner 
has more. 

Mr. Drxon. In other words, short of your formulary, that is what 
your pharmacy would have to have in stock? 

Dr. Mopeti. Oh, yes. It makes a great deal of difference not only 
in the inventory but in the efficiency of running the hospital, in the 
time it takes to get the medication required to patients. 

It makes the whole administration a completely different matter 
as well as making it educationally sounder i improving the general 
therapeutic level of the practice in the hospital. 

Mr. Drxon. As a practicing physician, do you have an opinion as 
to whether this practice of prescribing trade name drugs is adding 
to the confusion of the practicing physician ? 

Dr. Movett. I think it not only adds to the confusion, but it pro- 
vides a real danger of confusion. With a large number of drugs that 
are now available in the teaching of the subject to students, we can- 
not teach about every single drug available. There are just too many 
of them, and we have only a small part of the 4-year medical course. 

So that in teaching we generally use what is called prototype teach- 
ing. For example, in the list of drugs related to the sulfathiazole and 
that group, we will teach about one or two drugs and explain the gen- 
eral principles that apply to drugs in the group, and expect. the stu- 
dent to identify a new drug as belonging to the group, and to realize 
that the general principles of its use apply to the entire group, and 
that there are only slight differences between the new members. 

Now, if a drug is not properly identified by name, then it is not as- 
sociated by the physician with the drug group about which he has been 
cememts and it becomes completely new to him, he knows nothing about 
it then, but what he has been told by the manufacturer in their very 
fancy brochures. - 

He is likely not to apply the lessons he has been taught about the 
basic principles of the use of that drug group in this case. So that 
proper identification is an important principle in the safe, continued 
use of a drug in medical practice. 

The tendency in trademark names is to disguise as much as possible 
the nature of drugs. ; 

Mr. Drxon. Proper identification, then, would be identification in 
the generic classification ? 

Dr. Mopetu. In the generic classification, and the term “generic” 
means what it means, it shows the genesis of the drug, where it came 
from, what it is related to, what its heredity is, so to speak. 

Mr. Drxon. We had a distinguished doctor before this committee 
recently who made the comment that one of his fears was that the 
postgraduate education of the doctor was being taken over by the 
drug manufacturers. Do you agree with that, sir? 

Dr. Mopveti. A grave danger, and I am sure, if nothing is done 
about it, the manufacturers will be quite happy to take care of it 
completely. 

Mr. Drxon. Is that the danger you speak of? 
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Dr. Mopvetu. Yes; the danger there is that it is as biased as it can 
be, and, as a result, one not only gets a one-sided picture, but gets 
a completely uninformative picture of the field. 

One cannot teach about a drug without covering the entire field, 
and no manufacturer in this detail man’s educational program ever 
discusses anything but his own drug. 

So it gives only a one-sided picture. It is completely biased. It 
doesn’t show the whole field, and it certainly doesn’t constitute what 
we consider teaching. 

Mr. Drxon. How is this danger reflected upon the patient? 

Dr. Mopeti. Well, there are two dangers. One is the danger of 
not giving the preent the best drug available, and I think that that 
is a considerable danger. 

If one is to take the word of the detail man, then he will prescribe 
whatever the detail man provides. He will not, therefore, know 
what the best drug available is, but he will give what he has been 
instructed to give, so that he may be depriving his patient of the 
best medication. I consider that a danger. 

The other is the danger of confusion. In confusing one drug 
for another, there is a danger of real accident and disaster. I might 
say that accident and disaster from treatment is not a rarity. 

r. Cuumpris. Doctor, when you say the danger of not giving him 
the best drug, do I asian that to mean that the doctor, by 


7 lad the trade name, would not be giving the patient the best 
rug? 

Dr. Mopetx. This question referred to the postgraduate education 
at the hands of the detail man. There are, for example, in the group 
of the cortisone drugs, many different members of the same group. 


Many of them are completely protected by license so that it wouldn 
much matter what name one gave it under, one would still get the 
same drug. 

But oak manufacturer presses his own drug to the exclusion of 
others, so that it is not a fair picture. 

Mr. Cuumpris. I was wondering if you had an inference there 
that the doctor who prescribes that drug is not in as good a position 
as the pharmacist who would perfect the drug—I mean who would 
make the drug or sell the drug, if it was sent out on a generic name. 
You didn’t want to leave that inference; did -you? 

Dr. Mopety. I was talking only about the postgraduate education 
in the hands of a physician. I am presuming, when a physician 
orders a drug, he gets what he orders so that it wouldn’t matter. 

But there is a program of education which comes to the doctor’s 
office by way of the detail man and by way of promotional literature 
which is completely biased as any advertising is. This, I think, is a 
dangerous procedure. 

r. Cuumeris. But in your instance it wouldn’t make any difference 
whether it was a trade name or a generic name at that point; is that 
right, as I see it? 

r. Mopetu. Only insofar as all of this promotional material does 
not tend to properly identify what it talks about. 

Senator Hart. The chairman regrets that he must announce that 
objection has been made to the sitting of the committee. The Senate 
is now in session and, under the rules, that objection will prevent our 
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continuing for so long as the Senate sits today. We had intended, 
in addition to you, sir, to hear from the dean of the pharmacy school 
at Ann Arbor. 

So far as I am concerned, we can recess until 30 minutes after the 
Senate adjourns. 

Dr. Moprz. I am not clear, Senator Hart. Am I excused ? 

Senator Harr. If you are free to stay during the day, the commit- 
tee will resume its hearing 30 minutes after the Daiate adjourns today. 
It would be perfectly understandable in your case, or, indeed, the other 
witnesses, if it is not possible for you to remain, the fault is certainly 
not yours. 

It is hoped that we may hear you and the other two witnesses later 
today. I know the dean of my own medical school happens to oppose 

eneric names. I am sure some of the committee would like to have 
is testimony. 

(Whereupon, at 10 a.m., the hearing was adjourned, subject to call 
of the chairman.) 

EVENING SESSION 


Senator Hart (presiding). The committee will be in order. 

Thirty minutes having elapsed since the recess or adjournment of 
the Senate, we resume. 

Dr. Modell, your statement in full has been made, but you were 
being questioned by Mr. Dixon and you have returned to the witness 
chair. 

Mr. Dixon? 

Mr. Dixon. Dr. Modell, in 1957 the National Pharmaceutical Coun- 
cil widely distributed a pamphlet entitled, “24 Reasons Why Rx”— 
meaning “recipe,” I am told, or in popular terms, referred to as “pre- 
scription” 

Dr. Mopetxi. That is right. 

Mr. Drxon. “Brand Names Are Important to You.” 

Mr. CuarrmMan. Since this pamphlet is not a part of the record of 
this week’s hearing, I suggest that it be made exhibit 393. I am going 
to examine Dr. Modell on this document. 

Senator Harr. The number 393 will be given it, and it will be 
received and made a part of the record. 

(Exhibit No. 393, previously referred to as exhibit No. 47, may be 
found in pt. 15, p. 8637.) ’ 

a Drxon. You have discussed this booklet with members of our 
staff 

Dr. Monet. Yes, I have. 

a Dixon. If you will look at it, I want to ask you some questions 
about it. 

In reason No. 1, of the “24 Reasons Why Brand Names Are Im- 
portant To You,” the booklet says that there is variation in the rate 
of loss of potency of certain medications, “depending upon the method 
of manufacture, purity of raw materials, nature of excipient, packag- 
ing, storage, etc.” 

It says, further, that dangerous imitations of hormone drugs have 


quickiy lost much estrogenic activity and that the pharmacist cannot 
etect this loss. 


Would you care to comment on reason No. 1? 
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Dr. Moprtx. Well, the two paragraphs are completely irrelevant. 
One has nothing to do with the other. It is a fact that responsible 
manufacturers do do things that responsible people do. 

But imitating a hormone is not the same as providing a drug by 
something other than a trademark name. An imitation is not the 
same thing as an unbranded drug, and, therefore, I don’t see the 
relevance of this to the problem. 

It has nothing to do with the use of proprietary and nonproprietary 
names for the same material. 

Mr. Drxon. Imitation in that sense might be in the category of 
adulteration ? 

Dr. Mopetx. That is right. 

Mr. Drxon. Not substitution? 

Dr. Mopvetz. That is right. 

Mr. Dixon. Would you have any comment on that point with respect 
to whether a big or small drug house can insure potency or can make 
a drug which loses potency ? 

Mr. Mopvetu. Well, it has nothing to do with the size of the house. 
It has to do with the care that is taken in the fabrication of a fixed 
aaa This is something that can be done by small manu- 

acturers as well as by large ones. As a matter of fact, there are a 
great many manufacturers of pharmaceuticals which are now very 
large which started out as being small, and claim to have exercised 
quite as much care in the very beginning as they do right now. 

It has nothing to do with the size of the manufacturer. 

Mr. Dixon. Size doesn’t make any difference ? 

Dr. Mopett, No, sir. It has to do with their conscience and their 
methods. 

Mr. Drxon. If you will refer to the second reason, “compatibility.” 
The gist here seems to be that manufacturers of specialties, particu- 
larly specialty liquids, take great care in their development and for- 
mulation to insure that they are compatible with other medications 
which a doctor may add. Deterioration sometimes occurs without 
warning. Since another maker cannot duplicate a vehicle exactly, 
although the active ingredients may be the same, a variation in the 
vehicle may produce something not completely compatible; and if 
mixed with another preparation, the result may be unfortunate. 
That, as I understand it, is what the second reason means. Would 
you comment on that ? 

Dr. Mopetu. Well, this is another one of the 24 truisms that make 
up this book. It is true that if you mix medication in liquid form 
improperly, the result may be undesirable. It is also true if you mix 
medication, the same medication made up by one manufacturer in 
liquid form with that of another, they may not be compatible; but 
this has nothing to do with brand names or with proprietary names. 

You can take two preparations made by the largest drug houses in 
the country and they may not be mixable. This has nothing to do 
with the problem. 

The compatibility of medications made up in liquid form is no 
great secret and any person who fabricates or makes up medicaments 
can make it up properly if he knows how. It has nothing to do with 
a brand name, per se. 
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Mr, Dixon. In other words, whether a drug house would be small, 
medium or large—— 

Dr. Mopett. Or a small pharmacist. 

Mr. Dixon. Or a small pharmacist ? 

Dr. Moveut, And they do, if you ask them. This is what the ex- 
temporaneous prescription calls for. This is what the pharmacist 
used to do. 

Mr. Drxon. Will you refer to the third reason that is assigned in 
this pamphlet as to why brand names are important to you? 

On the third reason, the booklet says, in effect, that not only purity 
of ingredients, but purity of the preparation marketed, is important. 

It also says that often a difference in grades is available in chem- 
icals such as U.S.P. or the National Formulary, and for economic rea- 
sons one maker may use a grade not as free from impurity as another. 

This means, to me, that this reason why the brand name is impor- 
tant is that one manufacturer may make a grade of product that is 
freer from purity than another. Would you comment on that? 

Dr. Mopvetx. Well, this is really basically nonsense. There is a 
level of purity that is consistent with proper application in medicine. 
These standards are set by the United States Semanaso oeia or they 
are incorporated into the National Formulary, and the ikon abbrevia- 
tions like CP and ACS have absolutely nothing to do with the matter, 
because CP chemicals are not needed in medicine. 

Now there is no purpose in making medication purer than the 
standards set by the United States Pharmacopoeia. The pharmaco- 
poeia has certain tolerances, and it permits these because this is a 
practical matter. 

Purification beyond these tolerances adds greatly to the expense and 
adds nothing to the efficacy of the medication and in no way interferes 
with the medication and causes no reactions. 

If these so-called impurities were in any way deleterious, the United 
States Pharmacopoeia standards would be elevated accordingly. It is 
a matter of fact that the United States Pharmacopoeia standards are 
not only high enough, but they are the highest of all pharmacopoeial 
standards, 

There is no purpose there, therefore, in using medication purer than 
the pharmacopoeial standards. Should a drug house do this, it would 
not be adding anything in any way to the medicament and that is why 
I say this whole argument is without meaning and without merit. 

Now there are instances in which drugs are purer than United States 
Pharmacopoeia standards, but this has no value at all. The United 
States Phamacopoeia determines what is necessary, and that is what 
is demanded. 


As long as this is lived up to, this is all that is necessary for a satis- 
factory medication. 

Mr. Drxon. You say it is an insignificant factor. What relationship 
would this factor have upon the price or the economics of manufac- 
turing? 

Dr. Mopetu. Purification beyond what is needed would mean that 
it would just add further to the cost of the medication. 

Mr. Dixon. But this booklet indicates that this is one reason why 
you should insist upon a brand name rather than just a generic name. 
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Dr. Mopetu. I don’t know of any manufacturer that claims to have 
purer drugs than the United States Pharmacopoeia standards. But 
even if they did, I don’t see that it would matter. It is not a basis for 
the choice of the drug. It adds nothing to its usefulness. 

Mr. Drxon. The point is that the drug is within the United States 
Phamacopoeia standards ? 

Dr. Mopetx. That is right. 

Mr. Drxon. It is acceptable? 

Dr. Mopety. And the pharmacopoeial standards are set by a body 
of experts who are supposed to know and who are accepted as experts 
in determining what is necessary for such standards. 

Mr. Drxon. If you will turn to reason No. 4, the heading there is, 
“Sustained Release Medication.” The booklet asserts: 


There are marked differences among brand name products allegedly of identi- 
cal composition. 


Further: 


Imitations have been discovered which released their medication in as little as 
one-half hour when it should have been released over an 8- to 10-hour period. 


Thereby, it is stated, an equivalent might be a threat to public 
health. 

Do you care to comment on that ? 

Dr. Mopetx. Well, this is a very special matter. There are a num- 
ber of patented methods of producing these so-called sustained release 
medications, and I say “so-called” because there is considerable ques- 
tion whether they are worth while using at all. 

There was an article about a year and a half ago, a report to the 
council on drugs of the American Medical Association, asserting that 
none of the so-called sustained release medications were reliable 
enough to warrant the recommendation of any of them by the council 
¢ Senge This is, therefore, a paragraph on a process which is in grave 

oubt. 

Mr. Drxon. If my memory is correct, I believe, for instance, that 
Smith Kline & French makes Spansules, and that considerable claims 
are made for medication by Spansules. 

Dr. Movetx. That is quite correct. Spansules have been in use 
for many, many years. But there still is the fact that their rate of 
release is so undependable that these medications could not be—— 

Mr. Drxon. I have a difficult time in my own mind whether there 
is any difference between a small manufacturer attempting to sell by 
generic name a product that releases its medication over a period of 
time, and a large manufacturer attempting to release it over a longer 
period of time. 

Dr. Movet. There is no difference, but they both equally lack 
merit. 

Mr. Dixon. Now the fifth reason—— 

Dr. Buarr. Mr. Chairman, just for a point of clarification, might 
I _ brief question on the Spansule before we get to the next 

int ¢ 
F Genator Harr. Dr. Blair. 

Dr. Buarr. There is, thus, no solid body of tests or standards by 
which an agency such as the Food and Drug Administration could 
determine that the Spansules of one company or of one type are, in 
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effect, acceptable and do release the medication over the purported 
time period, whereas those of another company or another type fail 
to release it? 

Dr. Moveti. There are no tests that the Food and Drug Admin- 
istration could conduct, because it does not conduct tests in man. A 
comparison or a determination of the reliability of sustained release 
medication requires testing in man, and it is my understanding that 
this is not done by the Food and Drug Administration. They are 
not prepared to make such a comparison. 

Dr. am. And you know of no other body that has made such 
comparison for the sustained release Spansules ? 

Dr. Mopruu. So far, there is not a substantial body of informa- 
tion in the literature to support them, generally. Let me say at once 
that it would be a good thing if we had it. 

Dr. Buatr. Yes, sir. 

Mr. Drxon. Thank you. 

The fifth reason is listed under the heading, “Enteric Coating.” 
The gist of this reason is, it is stated: 


Marked differences exist among brands. 
There is an example here: 


This type of tablet coating is intended to resist stomach juices and dissolve in 
the intestine to release the underlying medication, It is often harmful to re- 
lease the drug in the stomach and equally harmful if the drug is not dissolved 
in the intestine. 


Reference is made to instances where enteric coated tablets physi- 
cally identical to the brand prescribed and of correct drug composi- 
tion would not disintegrate and passed through the body unchanged. 


Do you have a comment on that ? 

Dr. Mopetu. Well, enteric coating is a fact. It is possible to coat 
a tablet so that it will pass through the stomach and will not be ab- 
sorbed until it gets into the small intestine. There are some patented 
methods of enteric coating, and these, of course, are used only by the 
patent holders or by their licensees. 

But there are other methods of enteric coating that are not patented 
and these are used by a number of manufacturers, so that there are 
different types of enteric coating available. 

Beyond that, I don’t know that there is any great difference in 
brands. It is possible to make an enteric-coated tablet so tough that 
it will pass through the intestines untouched. This aspect of the art 
of tabletmaking can be acquired by a small manufacturer or by a 
large one. Again, as I said before, a small pharmacist can also learn 
how to do enteric coating and has in the past made enteric-coated tab- 
lets that do not pass through the entire intestinal tract but dissolve 
where they are supposed to. 

It is no great secret. There are a couple of patented processes, but 
there are also processes which have been in the public domain for 
many, many years. It is common knowledge. 

Mr. Drxon. Are individual bodies so much alike that any drug 
manufacturer can put a coating on a tablet and predict with some 


certainty that it will release its potency at some point in the human 
body ¢ 
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Dr. Mopetu. Not quite as precisely as that. But in the normal man, 
there is a great difference in the intestinal content of the stomach 
and the small intestine; this difference is so great that it is chemically 
possible to protect against the action in the stomach. 

But to state precisely where beyond that point it will disintegrate 
is quite another matter. But given other methods, it is also possible 
to fabricate a tablet that will go right through untouched, and this 
we have known. 

As a matter of fact, it has happened in our experience with some 
tablets made by rather large manufacturing houses. 

Mr. Drxon. In other words, then, this enteric coating is desirable? 

Dr. Mopett. It is desirable. 

Mr. Drxon. But whether that process is used by small or large 
companies, you might get the same result ? 

Dr. Mopeti. Yes, provided it was done with care. 

Mr. Cuumertis. Doctor, on this point I notice you refer to a big 
manufacturer and a little manufacturer. I think that the subcom- 
mittee is more interested not so much in what a big manufacturer 
does and a little manufacturer, as it is between a manufacturer who 
produces a fine product and a manufacturer who may cut corners and 
produce a product that may not be the best possible product for the 
patient, because we have 1,300 manufacturers that are in the drug 
manufacturing business. 

Dr. Movetz. I am in complete agreement with you. Anyone who 
cuts corners is going to commit all the crimes that are stipulated 
here. There is no argument about that. 

Mr. Cuumprtis. And that is really the question of a difference of a 
trade name where you know whether you can depend on that drug 
manufacturer, or if it is done on a generic name, you may find one 
out of 10 or 20 or 30, whatever the case may be, who may not live up 
to the quality of some of the small manufacturers, medium-sized 
manufacturers or large manufacturers, but he may be the one who is 
getting his generic-name product on the shelves of the pharmacies. 

Dr. Mopeut. If that is a question, I don’t see the question. 

Senator Harr. Would you care to restate it? 

Mr. Cuumprts. Yes, the question is whether you use a trade name 
or a generic name. I mean that seems to be the issue of these hear- 
ings. 

Dr. Move... Sir, there are many, many drug houses that use trade- 
marks or trade names for their products. Some of them are made 
by very small houses, some made by very large ones, and some of 
them certainly do cut corners. I don’t think the fact that a trade- 
mark is used guarantees that. every precaution that is listed here will 
necessarily be taken. I think that rather than the trademark which 
is a word which disguises the contents of a material, that if the name 
of the manufacturer which stands for a reputation which is built up 
through the years it is connected with it would have far more mean- 
ing. Now, there are many, many trademarks that are in effect right 
now held by companies that are really fly-by-nights, and that guaran- 
tee nothing. 

Mr. Cuvumerts. I agree with you. 

Dr. Movetu. Yes. 
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Mr. Cuumpnrtis, I agree with you on that point. But I mean in this 
sense. But the doctor who prescribes a particular trade name is 
basing his judgment on what he thinks of the manufacturer of that 
trade name, whether he wants to rely on their goods or not. Now, 
for instance, you have trade names in other fields other than drugs, 
but that person depends upon what he thinks is a good trade name. 

Dr. Moprtu. Yes, I see what you mean and I think you are con- 
fusing the issue. There are so many trademarks that many physicians 
who use them do not know the manufacturers who make them. I 
agree with you that the brand name, the name of the manufacturer 
gives an indication by virtue of past performance of reliability, and 
that is something I said earlier today. But the trademark name, the 
propietary name for a drug is something else, and there are many, 
many physicians who prescribe drugs by trademarks who do not know 
who manufactures them. There are too many names, and if one name 
was in existence for each drug, then the physician would be in a posi- 
tion to stipulate the manufacturer of his choice, the manufacturer 
who has a reputation throughout the years, or however he makes his 
decision, but the manufacturer he chooses because of his own sense of 
reliability. As matters are now, with the confusion that exists, with 
as many as 35 names in some cases, for the same drug, the physician 
has a hard time knowing what the trademark name means, And in 
many instances does not know who manufactures it. I think that the 
name of the manufacturer and the reputation built up over the years 
for a whole line is lost in this process, and I think it is a bad thing. 

Mr. Drxon. Doctor, this booklet is sent to doctors, and I assume its 
purpose is, as stated, to give 24 reasons why brand names are im- 
portant, meaning that you should prescribe by brand name rather 
than some general or generic name so you would be sure to get the 
benefit of all these reasons assigned here to brand names. 

Just because someone has given a product a brand name, does that 
in and of itself mean that it is goifg to guarantee all these benefits 
over and above a product that is assigned only a generic name? 

Dr. Mopetu. Sir, I think this whole thing is a diversion. It is a 
kind of gamesmanship, because they don’t mean brand names; they 
mean trademarks. 

Mr. Drxon. Yes, sir. : 

Dr. Mopett, They mean proprietary names, and what they are 
trying to misconstrue here is the distinction between the two. They 
do not mean brands. They mean proprietary names for drugs. I in- 
sist that there is a great difference. brand does stand for a manu- 
facturer, and that may havea great deal of meaning. 

Mr. Drxon. As you have explained, it is just like Campbell’s beans? 

Dr. Move, That is right. 

Mr. Drxon. You were talking about prednisone instead of Scher- 
ing’s Meticorten. 

Dr. Mopety. I think you would have all the information you would 
want. You would know what you are talking about and know the 
name of the manufacturer at the same time. Everything in here is 
true. These are just a list, as I said, of truisms. Reliability does 
provide all of these things, but these are not secrets. Anyone who 
is conscientious can do this. 

Mr. Dixon. Any company should certainly do this? 
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Dr. Move. That is right. 
Mr. Drxon. If they have the public interest at heart, should they 
not ? 

Dr. Mopetu. That is right. 

Mr. Drxon. Size should make no difference? 

Dr. Mopetx. That is right. It is a matter of conscience. 

Mr. Cuumpris. Yes, but again we get back to the point—— 

Dr. Move. Yes, sir. 

Mr. Cuumeris (continuing). Of depending upon the name of the 
manufacturer of a product, and when you do it by trade name then 
the doctor knows, the doctor who prescribes by trade name knows the 
dependability of the manufacturer. If we have forced legnetoms 
a the generic, then the doctor does not know what manufacturer’s 
product will reach his patient ? 

Dr. Move. I haven’t suggested any legislation. 

Mr. Cuumpnris. I didn’t say you have, but you see there have been 
other witnesses before you, and you are brought here as an expert 
on the difference between generic and trade names. 

Dr. Mopetxu. I would agree with you that a manufacturer and his 
reputation have great meaning. I am only insisting that the so- 
called proprietary names often do not carry the meaning that you are 
imputing, in that the physician does not always know who manufac- 
tures the product, uses a short word, a convenient one, an attractive 
one. But it does not carry either the sense of the drug or the name of 
the manufacturer. I do believe that if he had respect for a par- 
ticular manufacturer, he should know. This I agree with you should 
be attached to the name of the drug in some way or other. 

Mr. Dixon. You mean by that that rather than just prescribing 
Equanil, it ought to be meprobamate-Wyeth ? 

, br. Mobett. If you would prescribe it? I am sorry, the answer 
is “Yes. 

Mr. Drxon. Going to the seventh reason, “Solubility.” It is stated 
in the booklet, “The time required for complete solution of soluble 
solids varies considerably depending upon the method of manufac- 
ture,” and that the degree of solubility often influences the activity of 
many drugs. 

ould you comment on that? ' 

Dr. Mopetz. Well, the first sentence is true, but I don’t think the 
implications are important. Every chemical, every drug has a specific 
solubility. If it doesn’t have the specific solubility, then it doesn’t 
live up to the standards set for it by the US. Pharmacoepia. 
It would have different solubilities in different vehicles, and this would 
be something which would then be part of the art of fabricating a 
suitable medicament of a good drug. Again, this is not a secret, it is 
not private information, but is something that the pharmacist would 
do if he was asked to specifically by the physician. 

, Mr. Drxon. The eighth reason is “Particle Size.” Here the book- 
et says: 


This is a major consideration in the making of drugs which may form colloidal 
solutions and also in those which either are not soluble or are soluble only in 
stomach juices and other body fluids. 
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It says that particle size affects the rate of action and that particle 
size is apparent only under a miscroscope. It also states that another 
factor, which sounds important to me, is that: 

In the treatment of some conditions, such as adrenal cortical disease, serious 
difficulties will result if the patient does not receive an accurate proportion of 
the medication over a given period of time. 

The booklet continues by saying that products of leading manufac- 
turers are milled through special equipment to insure even distribu- 
tion and that many manufacturers micronize the powders used. 

What is your comment on that ? 

Dr. Mopetu. This is all entirely true and I have less to say about 
this than any other item. The regulation of particle size is a very 
special process that the pharmacist around the corner could not con- 
trol. It does have an effect on the rate of absorption and in some in- 
stances might be important. It is something which requires a special 
process to determine, but on the other hand it is not a secret and I 
dare say manufacturers of varying size could take care of this sort of 
thing. But it is technically a more difficult thing to control than 
some of the items we have just passed over. 

Mr. Drxon. The ninth reason is listed under the heading “Choice 
of Vehicle or Base.” The booklet says that certain applications may 
require x completely soluble base and others require a completely in- 
soluble base and differences in action may be caused by difference in 
bases. It goes on: 

It is virtually impossible for two makers to produce completely identical 
tablets because they employ various bases, disintegrating materials, lubricants, 
techniques, etc. 

It is stated that an oily lubricating agent may so coat the granula- 
tion used in making compressed tablets as to slow down the rate of 
action. Further, the variation in composition of bases of different 
brands may affect therapeutic efficacy. 

Would youcomment onthat? ° 

Dr. Mopetu. This is quite true. Again, a physician could write a 
ee, directing a pharmacist that a particular vehicle or base 

used for a drug and ask him to compound it himself, or he may, 


as is becoming increasingly the habit, let some manufacturer determine 
for him how to make up his Pee ob The tendency to do this is 


perhaps, in part, the result of laziness or being preoccupied with other 
things. But the point is that the business of choosing vehicles and 
bases is one of the oldest arts of medicine. The vehicles and bases have 
been with us for many years, It is the drugs that have changed. And 
so the physician and the pharmacist know a great deal about these 
matters. It is no secret, and anyone who wants to do it and tries to 
do it conscientiously could do it properly. Now, it is a fact that two 
manufacturers are unlikely to produce precisely identical tablets. I 
don’t know what importance there is to that. 

Mr. Drxon. With respect to reason 10, it is stated under the heading 
“Quantity of Active Ingredient,” that— 

For certain official (USP or NF) products a minimum and maximum percent- 
age of active ingredients is permissible. 

It says that if the range for a particular tablet is between 90 and 110 
percent, a conscientious maker may adjust his formula to offset varia- 
tions in compounding and deterioration. 
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Would you comment on that, sir? 

Dr. Movretu. The U.S. Pharmacopia provides for these tolerances 
because it realizes that in manufacturing processes it is not possible to 
make these things quite as exact as the dosage states; these tolerances 
are therefore permitted. Now, the tolerance that is permitted is 
determined to be such that the human body cannot detect the differ- 
ence. The human response to drugs is not so sensitive, not so delicate, 
that it can usually detect 5 or 10 percent differences. Where this 
difference is important, the tolerance is smaller. Where this differ- 
ence is not so important or there may be difficulties in the process of 
manufacture, the tolerance permitted is somewhat larger. But in any 
event, differences, variations between tablets inevitably occurs in the 
process of manufacture and the attempt is made to keep these within 
acceptable limits. 

Now, the question is what difference does it make if one manufac- 
turer tries to keep a little bit on this side of the deadline that is 
permitted and the unscrupulous or 

Mr. Drxon. The word “unscrupulous” is used there; is it not? 

Dr. Move. Yes. 

Mr. Dixon. It reads: 

The temptation for unscrupulous manufacturers to meet only minimum speci- 
fications is ever present—at the expense of the public. 

Dr. Mopvetz. Yes. If he attempted to aE say 5 percent on the 
cheaper side of 100 percent, the question is what would he be saving. 


In the total cost of fabricating a tablet, if one considers the cost of 
promotion, the distribution, of the excipients and everything else, the 


cost of the drug itself is a very, very small proportion of the total 
amount, and if he saves an extra 7 percent on the cost of the drug by 
iving 95 instead of 102, this is ‘ale 7 percent, not of the total cost, 
ut of the very small fraction of the total cost, which represents the 
drug itself, and it is really a miniscule amount. The only time that 
saving the drug, even an expensive drug, really amounts to any- 
thing in terms of dollars and cents, is when a bootlegging operation 
is going on; the cutting of heroin in the drug traffic or the bootlegging 
of meprobamate sold on the black market. There the drug itself was 
so very, very expensive that in the illicit traffic this kind of cutting 
amounts to something. But in the process of legitimate manufacture, 
these are not done deliberately very often, or if they are, they are done 
by very shortsighted people because it doesn’t amount to very much. 

Mr. Drxon. Wouldn’t anything within that tolerance give the pa- 
tient the desired therapeutic effect ? 

Dr. Mopetu. Yes, that is quite true. From that point of view it 
meets the USP tolerance. As a matter of fact, if some manufacturer 
tried to stick right at the lower margin, there undoubtedly would be a 
large proportion of his tablets below the legal limit and he might 
therefore very well be caught at it. 

Mr. Drxon. Now let us turn to the 11th reason. 

Mr. Cuumpris. Before you leave that Mr. Dixon, could I just ask 
one point of clarification in my mind ¢ 

Dr. Movetu. Yes, sir. 

Mr. Cuumpris. Now, let us say the minimum.is 95 and the maxi- 
mum is 102. 

Dr. Movers. It is usually the same amount either side of 100. 
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Mr. Cuumpris. Now, if for instance, it is below or above, it is not 
the best for the patient, is that correct ? 

Dr. Movetu. No, sir. It makes no difference. The human body—— 

Mr. Cuumeris. Let us say it was 85. 

Dr. Mopexz. Then it would make a difference. 

Mr. Cuumpris. Yes. I mean if it went below 95 or 102, either way it 
would not be bad ? 

Dr. Movetz. That is right. 

Mr. Cuumerts. For the patient. And in some drugs I understand 
if it drops, it may drop lower but with other drugs it picks up and 
may goovertheamount. Isthat correct? Am Iright? 

Dr. Mopveuu. I don’t know that that is so but I would say “Yes.” 

Mr, Cuumeris. Let me carry it further. Do you know of your 
own knowledge that a drug manufacturer who will produce a drug, 
let us say it would be about 98 or 99, and the drug goes out to the 
warehouse and its loses a little bit of that toward maybe say 94. Now, 
as I understand it, some of the larger drug manufacturers, or maybe 
even the smaller ones, ever so often through quality contro] will 
check, and if it got to 94, 93, or 92, it would order it back? 

Dr. Mopetx. That is right. 

Mr. Cuumpris. Now, a drug manufacturer who was not what you 
would call the fullest in being ethical in his business might not call 
that back or might not through quality control worry about catching 
it if it dropped below the 95 or go above 102? 

Dr. Movetu. Yes, that is true. 

Mr, Cuumprris. So that is one of the things? 

Dr. Movety. Yes, that is quite true, These things have to be 
checked and have to be watched, and anyone who manufactures drugs 
must be wide awake and take every possible precaution to prevent 
either poisoning through overdosage or depriving someone of effective 
medication by giving too little. 

Mr. Cuumeris. But then there may be a drug manufacturer who 
believes in cutting corners who wouldn’t worry about it? 

Dr, Mopett. That is right. 

Mr. Cuumpris. Once he sends it out he would let it go that way and 
then the pharmacist would be giving a drug that might have 95 or 
110? 

Dr. Moprtx. You are absolutely right, sir. The pharmacist would 
have no way of knowing. 

Mr. Drxon. The point here is what does a trade name have to do 
with it? 

Mr. Cuvumeris. Except the fact that if the drug manufacturer who 
has a trade name allows those things to go on, then the doctors are 
going to know about it and the pharmacists are going to know about 
it and he is going to lose that business. a 

Dr. Moprtz. Yes, sir. That is why the physician should know who 
manufactures the drugs his patients use. ssf 

Mr. Drxon. On that point before you leave it, if tolerances estab- 
lished by USP for any manufacturer, ey small, or medium, to be 
represented upon the bottle, are actually iow USP standards, in a 
particular case, isn’t it a clearly established offense of law today ? 
Dr. Moprtx. That is right, sir. 








ADMINISTERED PRICES 11619 


Mr. Drxon. The drug is not safe when it is in that category, so Mr. 
Chumbris is talking about something that is in clear violation of the 
law, and the responsibility of the Food and Drug Administration is 
to do something about that, regardless of size of company, trade or 
brand name or anything else. 

_Mr. Cuumeris. But the only difficulty is if there are a lot of traffic 
violators, they are not always caught. 

Dr. Movrtx. That is true, sir. I think something should be done 
about that. 

Mr. Dixon. I think that sooner or later before we get through, 
we will find out who was caught and whether they were Som, small, 
or medium. 

There are some 20 member companies listed in this booklet on the 
inside back cover. I believe all those companies might be called 
larger companies, with perhaps the exception of one small company 
here, Ortho Pharmaceutical Corp. 

Dr. Movetu. They are large. 

Mr. Drxon. That is large, too? It is part of Johnson & Johnson, 
I believe. Certainly these companies are principally among the larger 
manufacturers. The Ames Co. is there. I don’t know whether that 
is large or not. 

These are member companies listed here. I would fairly state that 
those member companies certainly subscribe to the use of brand names, 
and because they have subscribed to it, that their products would be 
somewhat better than some company that didn’t have brand names or 
did not use a trade name in merchandising its product. 

Obviously, it must have been considered important for this book 


to be published, as well as for these companies to join together in this 
National Pharmaceutical Council. 

Turn if you will, sir, to reason No. 11, under the heading of “Aller- 
gic Manifestations.” Here it is asserted that there are different inert 
materials or bases, a patient may be allergic to one of these bases, and 
that even a different flavor may peedaee an allergic reaction so that 


the doctor knows a patient can take brand X but brand Y might pro- 
duce an allergic reaction. Would you comment on that, arf 

Dr. Mopett. Sir, that is perfectly true and that is another reason 
why a physician should know the entire composition of anything he 

rescribes for his patient, so that if the patient reacts to it, steps can 

taken to avoid an allergic reaction. But I wonder if I could pursue 

this business of allergic manifestation, because it applies to the use 
of trademark names. 

Mr. Drxon. Please do. 

Dr. Move. If a patient is allergic to a drug under one trademark 
name, and the doctor in trying to avoid it gives him the same drug 
under another trademark name because he doesn’t know that the two 
are identical, he can cause a catastrophe. This is one of the grave 
dangers of having multiple names for the same drug. Since there 
are many with as many as 35 names for the same material, it is possible 
for this sort of confusion to occur. Just as I agree with the argument 
here that it is important to know and to be able to distinguish when 
there are allergic reactions, so I feel it is important also to know what 
drug one is given so that by giving another trademark would really 
isn’t giving something that may be very hazardous. 
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Mr. Dixon. Your point is, isn’t it, that more important than trade- 
mark is generic name? 

Dr. Move. The generic name and the manufacturer. 

Mr. Dixon. On the other hand, penethicillin is, you say, now under 
six trademark names. Whether you gave a patient pink, yellow or 
green penethicillin manufactured by one of these six manufacturers, 
he would still be getting penethicillin ? 

Dr. Mopvetx. That is right, and if one avoided one trademark and 
used another, one may be causing an allergic reaction. 

Mr. Drxon. So that it occurs to me that this reason would be an 
excellent argument for generic names instead of against them? 

Dr. Mopgtt, I think so. I think this brings out one of the grave 
dangers. 

Mr. Cromerts. Let me see if I understand it. 

Dr. Mopenu. Yes, sir. I didn’t hear what you said. 

Mr. Cuumerts. I said let us see if I understand that clearly. Do 
I understand you to say that in this instance it was the particular 
drug that might have brought on the allergy ? 

Dr. Movetu. Yes, that is right. 

Mr. Cuumeprts. Whether it was the trade name or the generic name? 

Dr. Move. That is right. It has nothing to do with the name. 

Mr. Cuumpnris. Right. 

Dr. Mopetu. One isn’t allergic, or I am not, to trade names. 

Mr. Cuumeprtis. If a person were allergic to penicillin then it is the 
drug itself? 

Dr. Mopvetu. That is right. 

Mr. Cuumpris. Whether in the trade or generic name? 

Dr. Mopetz. That is right. But my point is that if a patient is 
allergic to penicillin and the physician tries to avoid giving him 
penicillin and gives him another name and doesn’t know that it is 

enicillin or contains penicillin, he may be doing him grave harm. 

his is why I pursue this argument that the identification of the 
drug is a very important thing and every physician treating a pa- 
tient ought to know what he is giving him. 

Mr. Cuumprts. Then the thing is that the doctor should then ex- 
amine the compound, the chemical contents of the compound ? 

Dr. Move. I think he should do this before he gives it to the 
patient, sir. : 

Dr. Buatr. Doctor, you said in that connection that the doctor may 
not know that the drug is penicillin or contains penicillin. Would 
you like to elaborate ? 

Dr. Mopetx. One of the other problems is the fact of mixtures of 
drugs, proprietary mixtures. There are vast numbers of mixtures 
containing a little bit of that and a little bit of this, and this doubles 
or trebles or multiplies many, many times the problems and the 
possibilities of allergic reaction, because there are so many things 
that the physician might not know about contained in these mix- 
tures. This is really part and parcel of the same problem. 

Dr. Bratr. And the patient might be just as allergic to and react 
just as much to a drug containing only a small amount of a given 


chemical substance as to a drug containing nothing but the chemical 
substance itself? 
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Dr. Movett. Yes, sir. It is the nature of the allergic reaction that 
one reacts with greater violence toa small amount. 

Mr. Drxon. If you will, Doctor, turn to No. 12, “Irritation.” Here 
it is stated that different vehicles and bases which may be used may 
determine irritating properties. 

What is your comment on this? 

Dr. Movetz. Yes, this is true. Again this is part of the art of com- 
pounding a prescription and pharmacists and manufacturers alike 
follow it. I would say that any manufacturer who persisted in making 
an irritating preparation wouldn’t do very well with it and neither 
would the pharmacist around the corner have the physician send 
him any prescriptions to compound. 

Mr. Drxon. If you will turn to No. 13, it is listed as “pH.” The 
booklet prints this as a small “p,” followed by a large “H.” It says 
that hydrogen ion concentration may have major importance in the 
formulation of injectables and for any nasal preparations whereas 
imitations of brand name nose drops, for example, have been found 
which differ in pH from the original so that the patient had a burn- 
ing sensation. It also says that the container might be important. 

What is your comment on that? 

Dr. Move... These are all true. These are all matters of importance 
in making any kind of an elegant prescription and these should be 
observed. Again, this is all in the public domain. Anybody who is 
interested in it can learn how to take care of this. 

Mr. Drxon. I was just reminded by Dr. Blair that it came to our 
attention that one of the small companies received a patent on the 
filling of a bottle, for instance, and that many of the large companies 
had to pay it a royalty. The purpose of the patent was to avoid this 
very problem noted here. 

If you will turn to No. 14, this is listed under “Tonicity”—I believe 
this refers to the degree of concentration in a solution. The booklet 
says that it may influence the degree of irritation of solutions. 

at is your comment on that? 
eats Well, this is again entirely so, but there is no secret 
about it. 

Mr. Drxon. No. 15 is under the heading “Caloric Values.” Here 
the text says that especially for diabetics and obese individuals, caloric 
values are important in liquid cough mixtures. One maker may use 
little sugar and another may use a vehicle with high caloric value, 

Would you comment on that? 

Dr. Movety. I am amused by it. It is undoubtedly true that it is 
poe by putting sugar in medication to add some calories to it, but 

don’t know of many people who have gotten fat from taking medi- 
cine. I don’t even know that there is enough sugar in many medica- 
ments to upset the control of a diabetic. But if this were a fact or 
where this is a matter of importance it can be taken care of. Sugar 
substitutes have been known for a long, long time, and they can be 
used. Again this is in the public domain. The point that I am trying 
to make is that this is not a real problem. 

Mr. Drxon. I also think it is a fact that many of the trade name 
mixtures do use sugar. As a matter of fact, if they don’t they have 
to have special labeling for it. ; 
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If you will turn to No. 16, under the heading “Melting Point,” as 
the next reason. An example that is given here is the making of 
suppositories and the booklet states that brands may differ in that 
one does not liquefy when used or action is delayed. 

Would you comment on this? * 

Dr. Mopetx. Well, that is true. But then the art of making sup- 
eee is a very, very old one. It wasn’t recently discovered. 

t isn’t patented. Although very few pharmacists make them any 
more, they can be made, and most of them really do melt. 

Mr. Cuumpris. Yousaid most of them. Do all of them? 

Dr. Move. It is quite possible to—— 

Mr. Cuumeris. That is where our concern is. Will all 1,300 d 
manufacturers meet the tests that you say are truisms in that book 

Dr. Move. I am sure they wouldn’t. I am sure that those who 
do precisely what you said, try to cut corners, will cut corners and 
they will not live up to these standards, and that is why I think it 
is important to know who manufactures the drug one uses. I think 
one ought to know everything about it. 

Mr. Drxon. Doctor, do you think any manufacturer should be 
allowed to manufacture a drug that does not meet such controls? 

Dr. Movetu. No, sir. I think this is a real crime. My orienta- 
tion is as a physician, and I think that every step ought to be taken 
to insure that only the best medication and medication that is ef- 
fective in the way it is fabricated be permitted to be sold to patients. 

Mr. Dixon. Under the law today, the only test is safety. I don’t 
know whether we are talking here about something beyond safety or 
not. I don’t assume that we are talking about something that has to 
do particularly with safety. We are talking here, I believe, about 
points that go over and beyond safety as to why a brand name 
should be better than a generic name. Do you get that impression 
from this booklet ? 

Dr. Move. Yes. Well, I think this is another point. Safety 
is one aes but I think the effica¢y is important, and I think the 
knowledge of the physician is very important. I think if a physician 
does not know what he is giving his patient, this in itself is a grave 
disadvantage. The physician doesn’t know what to look for and 
doesn’t know what to att doesn’t know what may occur. For 
that reason I think knowledge of what the physician is giving his 
patient is just as important as any ingredient of his prescription. 

Mr. Drxon. If amendments were passed to the law requiring an 
drug manufacturer in the ethical field to meet these stand- 
ards—standards that should be established to guarantee the maxi- 
mum—would you then have any reluctance to write a prescription 
generically ? 

Dr. Move. No, sir. 

Mr. Drxon. In other words, today there is no such standard ? 

Dr. Mopztu. That is right. 

Mr. Dixon. But if that standard were written into law, would there 
be any reason for reluctance to keep from prescribing generically ? 

Dr. Moprxu. I would like to say if the law was implemented. 

Mr. Drxon. Yes, sir. 

Dr. Mopetx. Then I would agree with this completely. 
Mr. Drxon. In other words, we have—— 









ADMINISTERED PRICES 11623 


Dr. Mopexzi. We have some very good laws that are not implemented. 

Mr. Dixon. We have, for instance, a form of licensing in antibiotics 
and vaccines ? 

Dr. Move. Yes, sir. 

Mr. Dixon. These are certain vaccines in the preventive field. Do 
you think anyone should be allowed to manufacture a drug that could 
not meet these standards? Shouldn’t we have this protection ? 

Dr. Move. I think we should have every protection possible to 
insure the fact that only suitable effective medication is used in the 
treatment of patients. 

Mr. Drxon. Therefore, if I were a large manufacturer and you were 
a small manufacturer and someone else was a medium-sized manu- 
facturer, if we all had to meet these standards that were written into 
a law before we could be allowed to make a given drug product, if we 
all three met them and we all three made secuiaeanactaniae met the 
standards with the same quality controls and other factors that would 
be > the law, then prednisone would likely be prednisone; would it 
not 

Dr. Mopetu. That is right. That is how we operate our hospitals, 
sir. We depend on a kind of inspection to make sure that we are 
getting this sort of thing. 

Mr. Drxon. That today is lacking in the law? 

Dr. Mopexw. It is lacking, in part, in its implementation, too. 

Mr. Drxon, On reason 17, “Surface Tension,” it states here that it 
is significant in liquids intended for application to mucous membranes 
affecting rate of absorption and activity, 

Would you comment on that? 

Dr. Mopetu. Again, sir, like most of the statements here, it is com- 
pletely true. The point is that this is common knowledge. 

Mr. Drxon. No. 18, “Viscosity.” I believe that means a phenome- 
non which the booklet says affects absorption and action and influences 
packaging. Does the size of the manufacturer have any bearing on 
whether he meets this requirement ? 

Dr. Move. No, sir, 

Mr. Drxon. No. 19 is under the heading, “Ease of application and 
removal.” 

The booklet here states that this factor may. affect results and rep- 
utable makers go to great pains to choose a base that will have this 
desired quality and be usable under extreme conditions of climate. 

Would you comment on that ? 

Dr. Movetu. Well, again, it is so. No one could sell a drug to a 
hospital for very long # it caused any great trouble along these lines, 
so anyone who has any intention of selling drugs takes care of this 
sort of thing. 

It has very little to do with the medicinal properties of the drug. 
It is a physical matter, and, again, it is part of common knowledge. 
Anyone who wants to do it can learn how to do it. 

Mr. Drxon. Under No. 20, “Flavor,” the booklet says that flavor is 
important; a patient may skimp on what is not palatable. What 
would you comment on that ? 

Dr. Sennen, Well, as long as a drug manufacturer wants the pa- 


tient to take the medication, if he is depending on the flavor, he is 
likely to flavor it properly. This is, again, something that is not any 
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great secret, and anyone can do it who knows anything about the art 
of pharmacy. 

t don’t know that the large manufacturers or the big concerns do 
a more elegant job of flavoring than the small pharmacists. Some of 
them make some very nicely flavored medicaments. 

Dr. Buatr. Dr. Modell, it has been brought to our attention that 
some of the flavorings used in drugs are compounded by companies 
other than drug firms, and that these flavorings are then sold to the 
drug firms. 

The companies making the flavorings do not disclose the formulas 
even to the drug companies, although they may disclose them to the 
Food and Drug Administration. 

If this is the case, the physician cannot tell whether these flavor- 
ings will affect his patients or how they will affect his patients, no 
matter what the brand or trademark is, because even the company 
putting out the trademarked drug, itself does not know the formula 
of the flavoring. Have you heard of that, Doctor? 

Dr. Movetx. I didn’t know that that was so. 

Dr. BuAtr. I don’t know, for a fact, that it is so, but it has been 
reported to us. 

r. Movetu. I don’t know for a fact that it is so. I just can’t 
comment upon it. 

Mr. Drxon. The 21st reason is under the heading of, “Research and 
development effort, quality and manufacturing control.” This sec- 
tion is the longest in this booklet. At the very outset it states: 

The variation in these endeavors between manufacturers is startling. Costs 
range from a significant percentage of sales in some companies to none in others, 
the latter including, of course, the imitators and counterfeiters. 

Do you have any comment on that? 

Dr. Mopetu. I don’t know where to begin. I would say at once that 
it is a fact that many of the large pharmaceutical houses have made 
great contributions to research and pharmacology and also have made 
contributions to research that is conducted in educational institutions. 

I think it is a good thing, and, as a matter of fact, I participate in 
some of these operations. 

Having said this, I don’t know what it has to do with the medica- 
tion, itself. Many of the concerns that are involved in these research 
operations also benefit from getting exclusive licenses from drugs that 
are invented through these research grants and through their research 
operations. 

Again, this has nothing to do with what a brand name or a pro- 
prietary name or a generic name guarantees the patient. 

Mr. Drxon. This certainly would appear to me to be a desirable at- 
tribute of any drug manufacturer, wouldn’t it ? 

Dr. Movetu. Yes, as I say, I am—— 

Mr. Cuumeris. What about that portion which says quality control ? 

Dr. Mopetx. Quality control is another matter. It is not really re- 
search. I think that this is a very important part of every type of 
drug fabrication, and without constant vigilance, without the best 
type of control, accidents and disasters may occur. 

think this is exceedingly important, and I would not belittle it in 
any way. 
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Mr. Dixon. The U.S.P. has established the tolerances for a given 

gare product. To stay out of trouble with the law, any drug manu- 

acturer would have to have enough quality control to assure his 
drugs are within those tolerances, wouldn’t he! 

Dr. Mopetz. That is right, sir, except that as the FDA is presently 
policing the drug manufacturers, they don’t police it quite enough, 
and it is possible without good control on the part of manufacturers 
for some lots to get through that are not up to U.S.P. standards, 

This is why I say policing is one of the very important things, that 
implementation of our present laws is so very important. Buta guar- 
antee of U.S.P. standards would imply continuous quality control by 
the manufacturer. 

Mr. Dixon. To stay out of trouble? 

Dr. Mopext, That is right. 

Mr. Drxon. That would require remaining ever vigilant, would it 
not ¢ 

Dr. Mone. That is right. 

Mr. Drxon. I don’t understand what trademark or brand name 
would have to do with that, because if the small along with the large 
companies had trademarks or did not have trademarks, in order to 
maintain quality—meaning within the sense, certainly, of the toler- 
ances as are established—they would have to stay vigilant, wouldn’t 
they? 

Dr. Mopetx. That is right. 

Mr. Cuumeris. On that point, Doctor, isn’t what this paper is 
stating that these are 24 reasons why you should have brand names, 
because : 

We, in effect, guarantee these 24 points. We can’t guarantee what the other 
people are going to do, but we’can guarantee what we are going to do. 

Tsn’t that, in effect, what he is saying in that paper ? 

Dr. Movetu. If you told me what you meant by “brand names,” I 
would 

Mr. Cuumpris. Well, I mean, let’s say 

Dr. Mopri.. If you mean the manufacturer’s name, I would agree 
with you completely. 

Mr. Dixon. There are two large manufacturers not listed as mem- 
bers—Lilly and Parke, Davis. They are large, successful, old com- 
panies. 

Dr. Mopetu. I would trust anything they made. 

Mr. Cuumpris. I don’t think that this paper in confining it only to 
the people whose names are on that book. It isn’t confined to that. 
It says 24 reasons why brand names. 

Dr. Moperz. But this is a book which is full of truisms that apply 
to nothing, and really adds no information that wasn’t known before. 

My own feeling about it is it is an attempt to misdirect attention 
from brand names to trade names. 

Mr. Cuvumpris. I might point out it is just like-—— 

Mr. Dixon. From brand names to trade names, or from generic 
names to trade names? 

Dr. Moveti. I think when they say “brand” they mean “trade 
names,” and they attempt to direct away from the use of generic 
names. 
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Mr. Drxon. If you will turn to No, 22 under the heading, “Pack- 
aging research,” here the point is, or seems to be, that packaging is 
important. It says that careful manufacturers take special pains to 
pevrent adverse effects. Would that not be true of any manufac- 
turer 

Dr. Mover. It would be true of any careful manufacturer, sir. 

Mr. Drxon. No 23 is under “Storage.” Here the section indicates 
that reputable manufacturers know how long an item will keep its 
characteristics. It says that some are not so concerned, so brand sub- 
stitution may hurt one maker’s name and harm the patient. 

‘ Does at mean to you that every good manufacturer’s product will 
eep well? 

Dr. Mopetu. Every good manufacturer is supposed to supply in- 
formation about the shelf life of his drugs. Wvety good manufac- 
turer will know how long his drug is likely to last without showing 
appreciable deterioration. 

ut if drugs were properly inspected on the pharmacists’ shelves 
as well as in the manufacturing plant, it could be determined whether 
they maintained their U.S.P. standards at the time that they were 
ber-r sold and used. 

r. Drxon. Would you have any reluctance, as a doctor, to substi- 
tute a generic product manufactured, we will say, by Parke, Davis for 
that of Schering? 

Dr. Mopetu. No, sir. 

Mr. Drxon. Would you have any reluctance to substitute a product 
manufactured by Premo? We have had testimony here that Premo 
met the rigid tests and qualifications for selling to the Military Med- 
ical Supply Agency that supplies all the armed services, Do you 
have any reluctance—— 

Dr. mms, If what you say is so, I would have no reluctance. 

Mr. Drxon. I assure you it i been said here. The evidence is in 
the record. The key word here is “substitution.” Now we come to 
substitution, you see. 

Dr. Monti. Yes, I understand what it says. I would have no 
reluctance in accepting any good product made by any manufacturer. 

Mr. Drxon. Under the very system that you operate at your hos- 
pital formulary—— 

Dr. Monet. Yes, sir. . 

Mr. Drxon (continuing). As we heard yesterday on substitution 
here, an attack is made upon the hospital for using formularies in the 
sense that there is a substitution. Do you feel that you are substitut- 
ing anything by Se a formulary in a hospital ? 

Dr. eats We don’t feel that way. e feel that we are operat- 
ing in a very old tradition, we are not newcomers at all in this. We 
don’t feel that we are substituting. We don’t think of it in that way 
at all. We limit the number of drugs that are used in our hospitals 
to the ones we think are useful and necessary. 

Mr. Dixon. We had a court case called to our attention in the State 
of Michigan, where a pharmacist had substituted for Meticorteno, the 
similar product of Upjohn. It was the Casden case. Casden got into 
difficulty under the interpretation of the peste board there and 
his license was going to be suspended. He appealed and the judge 
decided there couldn’t be a question of substitution because he pro- 
vided the same product. Therefore, it wasn’t a substitution. 
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If I understand your testimony, it wouldn’t be a substitution in 
your mind, would it? 

Dr. Mopeiti. Well, I am not a lawyer, sir, and there are many legal 
points involved in the definition. The way our hospital is organized, 
we have only certain drugs available and the physicians who join the 
staff of our hospital recognize this fact, and they, in fact, do give us 
permission to provide the drugs we have available. 

So that there is no question of substitution in our case. But I am 
not competent, really, to speak on the legal problem. Morally, I have 
no feeling about this at all. I don’t think we are substituting when 
we give the same thing under another name. 

Mr. Dixon. I call your attention to the last reason, No. 24, “Control 
Numbers.” It says here that careful makers affix a code or control 
number to every lot or batch so that it can be recalled if need be, and 
that some imitators may put numbers on labels but there is no guaran- 
tee of adequate manufacturing control. 

What is your comment here ? 

Dr. Mopeti. A control number is merely a number which labels 
the lot and that is all that it says, whether it is a large manufacturer 
or a small manufacturer. One would have to have access to the rec- 
ords of the processing to determine what went into the business of 
control. So I feel that this doesn’t mean anything. 

So far as I know, all manufacturers have control numbers. I 
don’t know that it adds anything to the drug. 

Mr. Dixon. It is clear at least to me that in this exhibit 393, “24 
Reasons Why Brand Names Are Important to You,” as you have 
explained it, they are using brand names here in the sense of trade 
names. The New York Hospital does not buy by brand name. It 
buys by formulary. ; 

Dr. leaak. By generic names only. 

Mr. Dixon. And by generic names. Despite everything in this 
booklet, the New York Hospital buys by formulary or by generic 
name. You feel that this is a good procedure; that it has been carried 
on ie a great number of years; and that you are getting adequate 
results ¢ 

Dr. Mopexu. Yes, sir, we get everything that this book says is 
important. 

r. Dixon. By buying? 

Dr. Mopetu. By buying good drugs from reliable manufacturers 
under generic names. Now, I think it was testified here yesterday 
that we save money in this way, but I should like to point out that 
even where it makes no difference in cost, where a drug has only one 
manufacturer or where one manufacturer owns an exclusive license, 
we still, as a matter of principle, buy it under its generic name and 
only use it in the hospital daaee its generic name, regardless of the 
fact that there is no savings of money. 

This is a matter of principle. This is a matter of good hospital 
practice, good medical practice and of teaching. 

Dr. Buam. Dr. Modell, it is our understanding that the Food and 
Drug Administration approves about 400 new applications each year. 
Does that accord with your general understanding? 

Dr. Movett. I think it is about 400, or perhaps more. 
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Dr. Buiatr. Now, those new drug applications consist of dosage 
forms, combinations and new chemical substances, is that correct ? 

Dr. Moprtx. That is right. There are about 50 new chemical sub- 
stances, I think. 

Dr. Buatr. That is in accordance with our understanding, also. 
There is a certain number of dosage forms which are not given newly 
coined names. I do not know what that number is. 

But, certainly, all or virtually all of the combinations and all or 
virtually all of the new chemical substances are given new names? 

Dr. Mopett. Are you speaking now of generic or trade names? 
They are given new names. 

Dr. Briar. They are given new names. I presume they would all 
be given a generic name and one or more trade names. I don’t know 
how many dosage forms there are which are not given newly coined 
names, but let us say it is 100. ‘That means that at a minimum there 
are 300 new generic names with which the physician presumably 
must familiarize himself each year, consisting of the dosage forms 
which are given new names, the combinations, and the new chemical 
substances. 

Now, if there were only on the average 1 seller and thus 1 trade 
name for each of these new drug applications approved, that would 
be an average of, say, 300 new trade names for the doctor to familiar- 
ize himself with each year. 

But, of course, we know that, as in the case of the combinations 
and the new chemical substances, it frequently happens that there are 
two or more trade names for one generic name. Consequently, if 
there were an average of 2 sellers of each of these 300, there would be 
2 trade names for each; and that would give us 600 new names for 
the physician to become familiar with, presumably, each year. 

In the course of 5 years that would mean that the doctor would have 
to have learned some 3,000 new names. Some, of course, would per- 
haps have a short life, but even thaugh he might not prescribe the 
drug himself, a patient might come in for treatment to whom another 
doctor had prescribed the drug by a trade name. So he would have 
to either have it in his mind or be able to have a ready reference to 
the name. 

Am I correct thus far ? 

Dr. Moper. That is right. ° 

Dr. Bratr. Then, in addition to these 3,000 in 5 years, there would 
be an unknown number of cases where the Food and Drug Adminis- 
tration approved combinations of drugs already approved separately 
in past years, 

Thus, we are confronted not with the matter of the doctor having 
to learn just 50 new names a year, but under the fairly conservative 
assumptions I have outlined here, of having to learn hundreds of 
names each year, and in a period of a few years of having to either 
know or be able to identify and familiarize himself fairly quickly with 
thousands of new names. 

Is that a correct statement of the arithmetic of the problem ? 

Dr. Move. It is absolutely staggering. It really is not within 
the scope of anyone who. doesn’t attempt to deal with that subject 
ee and with nothing else, to really begin to understand the 
problem. 
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No practicing physician can possibly deal with this hydraheaded 
monster of terminology that has developed. 

Dr. Buatr. Dr, Groeschel, I recall, testified to the effect that your 
hospital treats, I don’t recall how many thousands of patients each 
year, patients suffering from all kinds of different ailments. 

How many drugs does your hospital formulary list to treat these 
thousands of patients with these varieties of different ailments? 

Dr. Movetx. I have the number. I should like to say that we are 
prepared to treat all diseases including the most unlikely to come to 
our hospital, so that we consider that our formulary is really an 
excellent one. We have 359 drugs. 

Dr. Buia. To treat the complete spectrum of ailments? 

Dr. Mopveti. Anything, including that which is unlikely to happen. 

Dr. Bratr. And you feel that your job, quite apart from any ques- 
tion of savings or economy 

Dr. Moveti. This is not my job. 

Dr. Buarr. No, no, I am saying the hospital. 

Dr. Mopeti. That is right. 

Dr. Buarr. Quite apart from the question of any economies or sav- 
ings to be attained through prescribing on a generic-name basis, as 
contrasted with brand names, the hospital’s job of treating these 
numerous patients covering this wide variety of hospital-type ill- 
nesses would be unmanageable if you operated on a brand-name basis, 
Doetor? 

Dr. Mopet. It would be very confusing and very much more diffi- 
cult, and we think would lead to a much poorer practice of medicine. 

Dr. Bratr. According to my recollection of what Dr. Groeschel 
pointed out yesterday, it might have actual harmful effects upon the 
patients’ health in view of the confusion that would arise? 

Dr. Mopetu. I should like to emphasize that point. The possibilit 
of confusion is something that is always a specter. With the multi- 
plicity of names, there is always a possibility of someone or other 
getting confused. 

So many of the names are so similar, especially in the short, at- 
tractive names which compete with the names for detergents and that 
sort of thing on the market. This is something that worries us greatly. 

The fewer drugs we have, the less the chance for confusion. We 
haven’t had any. 

Dr. Buarr. That is all I have. 

Mr. Cuumpris. I just wanted to ask this one thing. 

Yesterday Dr. Groeschel mentioned the fact that there are times 
that you have a particular drug and for some reason or another the 
doctors or the committee, with the advice of the pharmacist in chief, 
will decide that there is another drug that is more preferable for the 

ratient. 
, So there is a change. I mean they may find one drug a little more 
superior to the other. 

Dr. Mover. Yes, sir. We try to keep up to date. 

Mr. Cuvumpris. Now, relating back to a statement made earlier, 
either a statement or in answer to a question asked by Mr. Dixon to 
you, that because the Military Medical Supply Agency will okay a 
small manufacturer for a ao pasa product, that doesn’t mean even 
with your hospital that that small manufacturer, all of its line of 
products would be acceptable. 
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plant inspection. I have nothing to do with drug purchase. 

I am chairman of the formulary committee. We make our decision 
and that is it. But the purchasing agent, with the cooperation of the 
Pasrrencetts does inspect the plants of the manufacturers not well 

own tous. Beyond that, I can’t tell you. 

Mr. Cuvumeris. But even after you inspect the plant, it would be 
possible for that manufacturer to be doing a good job on five of its 
products and on the sixth one it may not do a good job; isn’t there 
that possibility ? 

Dr. Mopexv. That is possible for any manufacturer. 

Mr. Dixon. It would be possible for any manufacturer ? 

Dr. Moveti. Any manufacturer. 

Mr. Cuumeris. That is what I say, any manufacturer, that is 
right. 

Tenathr Harr. Are there any further questions? If not, Doctor, 
thank you very much. 

Dr. emer’ Thank you, Senator Hart. 

Senator Harr. Particularly for staying over, and I do apologize. 

Dr. Mopetx. It wasn’t your fault. 

Senator Harr. In calling the next witness, I must apologize to him 
for his having had to stay over not only yesterday, but today. 

Our next witness is Dr. Harold F. Pierce, of Connecticut. 

A statement has been prepared and filed by Dr. Pierce. It will be 
printed in full in the record. You may read it, sir, or excerpt such 
portions as you care to emphasize. 

You were kind enough to furnish a summary of background. 
Permit me to read it because it is sometimes not easy to talk about 
ourselves. 

Dr. Pierce was born in Connecticut in 1889. He engaged in study, 
research, and teaching in chemistry, physiology and pharmacology 
at Harvard University, Oxford, Columbia, and Johns Hopkins. This. 
covered the period from 1915 to 1935. 

He was a private practitioner of medicine in New York City from 
1936 to 1942. 

He was in the military service in both World Wars and pioneered 
in aviation medicine. 

For the last 8 years, Dr. Pierce served as the Medical Director of 
the Connecticut State Welfare Department with headquarters in 
Hartford, Conn. 


Doctor, we welcome you and are very glad to have your suggestions 
and recommendations. 


STATEMENT OF DR. HAROLD F. PIERCE, WEST HARTFORD, CONN. 


Dr. Prercs. Thank you, Mr. Chairman, and gentlemen. 

In considering the cost, pricing, and prescription of drugs for the 
treatment of human disease the following factors are, I believe, of 
primary importance: 

(1) The making available to individuals and families at all in- 
come levels, for prices within their economic reach, of any and all 
drugs which may be necessary for the treatment of human illness. 





Dr. Mopetu. Sir, if we don’t know the manufacturer, we have a 
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(2) The desirability of physicians’ | een 4 drugs and medi- 
cines, whenever possible, in generic, NND or U.S.P. terms rather than, 
or in addition to, the brand or trade names so usually employed. 

(3) The urgent need for adequate Government inspection and 

uarantee of quality, of all drugs sold for the treatment of human 

isease. 

(4) The abolition of product patents for drugs and of laws per- 
mitting the same, to encourage the development of alternate and com- 
petitive manufacturing processes which may yiled the same or better 
drugs at lower cost. 

An example of a basically important drug, representative of many 
such, is prednisone (generic name). Under its most highly adver- 
tised brand name, it costs the druggist $17.90 for 100 tablets; under its 

neric name he may purchase it for as little as $1.75 per 100 tablets— 

ess than one-tenth the brand name price. Depending on the source 
of supply, he may buy it for almost any price in between. 

Conceding that below a reasonable cost level the methods of manu- 
facture, process control, and inspection may leave much to be de- 
sired, somewhere in this $1.75 to $17.90 cost range, possibly three to 
four times the minimum and less than a third of the maximum, there 
must be a realistic and reasonable price level, at and above which the 
druggist can obtain an entirely adequate product, carefully made by 
ethical and long established manufacturers, who may—as one firm 
at least does—have promotional advertising regularly accepted by the 
Journal of the American Medical Association. The firm I have in 
mind sells only generic-named drugs. 

It is apparent, then, that the druggist can buy prednisone at any 
one of a number of prices, depending upon his source of supply and 
whether he orders by generic-or brand name. An ethical pharmacist 
who has an obligation to his customers, and who selects his suppliers 
on the basis of their integrity, can buy the drug in forms which range 
from “elegant”—the old pharmaceutical term for a deluxe prepara- 
tion—to the merely useful, for retail at various prices, but in all cases 
an entirely adequate and potent product. 

There should be no objection to the sale of a necessary drug in any 
useful form and any kind of packaging, at any price commensurate 
with a patient’s income and level of subsistenee, provided always that 
the drug is of adequate quality and potency. Whisky is sold in all 
kinds of bottles, at a multitude of prices to suit all incomes, the essen- 
tial factor being the amount of alcohol it contains. Cosmetics from 
Paris and the dime store, and from sources in between, are marketed 
at prices which are geared to income, the essential factor, again, is the 
effect they can be expected to produce. Prednisone in any form and 
at any price should produce the same clinical response, and no other. 
In this connection I quote from an article I wrote for the Connecti- 
cut State Medical Journal some time ago: 

We are blessed in this country with pharmaceutical firms of size, stability, 
and vision whose profits, in part, are diverted to a ceaseless search for new and 
better remedies, the developmental cost of which would be beyond the financial 
resources of university and other research institutions. 

Naturally these firms must profit hugely in order to subsidize such pioneering. 

Granted that the pharmaceutical houses deserve our continued appreciation 
and support; granted that in this well-to-do country we can pay for elegant 
pharmaceutical preparations; the fact remains that the poor we have always 
with us, and for them the cost of treatment must be kept to a figure within 


35621—60—pt. 21——10 








11632 ADMINISTERED PRICES 







their economic reach. For them the conscientious physician will prescribe in 
terms of the least expensive drugs which will achieve the desired clinical re- 
sults. This is not inconsistent with the practice of good medicine. 

This was written in 1958, 7 years ago. Since then tremendous ad- 
vances have been made in pharmacy; the philosophy, however, re- 
mains unchanged. Considering their power to save life and to curtail 
sick time, the wonder drugs are indeed a bargain at any price, but their 
cost must be brought within the economic reach of all who need them; 
“humanitarian principles forbid the withholding of necessary therapy 
because of expense.” 

Generic-named drugs, and the cooperation of the prescribing phy- 
sician, are the essential factors in fitting the drug costs of an illness 
to the economic resources of the patient. We have seen that predni- 
sone, exemplifying modern drugs, can be retailed at prices commen- 
surate with patient income at almost any economic level. But to make 
the connection, to provide the patient with the drug he needs at the 
price he can afford, requires a physician who is educated to the regular 
use of generic drug names in his prescriptions. 

Over the years and with our increasing knowledge of the action and 
properties of drugs, physicians have come to writing simpler, and 
incidentally more effective, prescriptions, with far fewer to be made 
up or compounded by the dispensing druggist. Compounding is bet- 
ter and more accurately done in large quantities and under factory 
control conditions; the pharmacist’s Stace practice now consists 
largely in transferring pills and potions from factory filled stock bot- 
tles to packages for patients, as ordered by the physician. And the 
physician commonly prescribes by brand or trade name. 

Physicians use brand names not only because they rarely see or hear 
their generic equivalents, but because of indoctrination by drug com- 
panies, at great rs through floods of attractive and well written 
advertisements and the frequent visits of able and personable detail- 
men. 

As Chauncey D. Leake, dean of # medical school and professor of 
pharmacology has recently said—before this committee, I believe— 

hysicians are trained scientists and self-employed; they should not 

e advertising for pharmaceutical firms by constantly using their 
trade or brand names. But generic drug names are rarely brought to 
the attention of physicians, and never in the forceful, systematic, and 
persistent manner of drug companies promoting their brand name 
products. 

Nevertheless a considerable number of conscientious physicians do 
learn and habitually use generic names. Others prescribe by brand 
name, but add to the prescription the phrase “or generic named equiv- 
alent ;” pharmacists object to this on the grounds that the responsibil- 
ity for choosing the make, brand, or source of the drug then devolves 
upon them. 

A representative number of able physicians with whom I have dis- 
cussed the matter approve the use of generic names, but characteristi- 
cally plead little knowledge of them, and welcome the use of the phrase 
“or ee named equivalent” when pharmacists accept it, as indeed 
many do. 

In Connecticut all hospitals stock generic named drugs in their 
pharmacies. In half a dozen of the best hospitals it is understood by 
all privileged physicians—that is, physicians privileged to send pa- 
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tients there—that when a a pero prescribes a brand name drug, 
to be supplied by the hospital pharmacy, the generic named equiva- 
lent will be dispensed. 

Certainly these hospitals, among the best in the United States, would 
not act in this manner unless they were assured that such equivalents 
are indeed the equal of the brand named drugs prescribed. 

In rebuttal, representatives of the large drug firms state that the 
drugs thus dispensed are, in fact, brand name products; that although 
hospitals, institutions and Government agencies may purchase drugs 
in quantity on bids by generic name, they actually receive brand name 
products since the large firms always underbid the smaller firms who 
sell only generic named preparations. This is reminiscent of the 
methods employed by the great German drug and chemical firms, 
years ago, to put small American competitors out of business. 

There is pressing need for national system of factory, process and 
product inspection and quality guarantee of all drugs sold for the 
treatment of human disease. Druggists at present have no way of 
knowing whether drugs offered them at low prices are exactly as 
represented, and whether their makers are reputable. They, there- 
fore, place their trust in firms of size and reputation, whose prices 
may be high, but whose products they can be sure, or at least believe 
to be sure, are of adequate quality. 

Under a proper system of Government inspection they could always 
be sure of the quality of a product and the reputation of its manu- 
facturer, without reference to the price. Druggists could then have 
no objection to the suggested prescription phrase “or generic, NND 
or U.S.P. equivalent.” The Food and Drug Administration’s efforts to 
establish and operate a comprehensive system of drug quality and 
potency control are of manifest importance, and in urgent need of 
a a expansion and augmentation. 

he patenting of a drug product, which is not permitted in a num- 
ber of countries, adds to the cost of the drug. (Examples: mepro- 
bamate, under the trade names Miltown and Equanil.) Abolition of 
our laws permitting such patents might well decrease the overall cost 
of drugs and drug products. As far back as 1916 I learned from Prof. 
Reid Hunt of Harvard Medical School, their professor of pharma- 
cology and formerly director of the Federal Hygienic Institute here, 
that the German chemical interests, working through their commer- 
cial representatives in the United States, had engineered our laws 
authorizing drug product patents. When durin orld War I the 
Government took over the German drug pétdtith, found satisfaction 
in the erroneous thought that my Army service in France had helped 
to abolish these not in the public interest product patent laws. 

Abolition of drug product patents and the laws permitting them 
would promote and encourage the development of new and alternate 
manufacturing processes any of which might well be patentable, for 
the production of the same or better drugs at lower costs. Process 
patents are reasonable and to be desired; product patents applied to 
drugs are iniquitous, discouraging initiative and standing squarely 
in the way of pharmaceutical progress. 

Summarizing briefly : 
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(1) Drugs necessary for the treatment of human illness should be 
made available to all those who need them, at prices commensurate 
in each case with the income and subsistence level of the patient. 

(2) Physicians should conscientiously consider the drug cost of an 
illness in terms of income and subsistence level and prescribe accord- 
ingly, using generic, NND and U.S.P. drug names when indicated. 

(3) There is manifest and urgent need for adequate Federal con- 
trol of the quality and potency of all drugs sold for the treatment of 
human disease, best accomplished perhaps through augmentation of 
the facilities and authority of the Food and Drug Administration. 

(4) Drug product patents and the laws which permit them should 
be abolished, to encourage the development of free and competitive 
votre for the manufacture of present, new and better drugs at 

ower cost, 

Senator Harr. Thank you very much, Doctor. I think some sec- 
tions of your statement we should refer right now to the Patents and 
Trademarks Subcommittee of this Judiciary Committee. 

Dr. Prerce. Thank you. ’ 

Senator Harr, You make reference to one firm that makes only 
generic name drugs. What is that ? 

Dr. Pierce. The firm’s name is West-Ward. It is in the Bronx in 
New York. Its drugs are approved by the State of Connecticut for 
its institutions, but the firm never, as I understand it, has been able to 
get its price on bids as low as some of the big companies; it is always 
undercut. 

Senator Harr. In your summary where you make four specific 
recommendations, referring to number 2, you recommend for consid- 
eration the drug cost of an illness in writing a prescription, and you 
urge that in prescribing, generic drug names be used when indicated. 

Are we to read that separate and apart from the third item, the 
beefing up of the Federal inspection system? Let me put it this way: 
Would you now, under existing food and drug laws, as a practicing 
physician, write a generic prescription ? 

De Pierce. For many things of which I am sure, I would. For 
many things I certainly would not, because I am not sure of them and 
I have not had the time to investigate and make quite certain whether 
they are acceptable. 

Senator Harr. As a practicing physician, Doctor, were you gen- 
erally aware of the prices of the several varieties of generic drugs? 

Dr. Prerce. Up to World War II, when I went back into the Air 
Force in the Service, I was practicing on Park Avenue in New York. 
Around the corner from my office was the Lascoff Pharmacy. Lascoff 
was editor of a pharmaceutical textbook, and on the Revision 
Board of the Pharmacopoeia, a militantly aggressive, ethical pharma- 
cist who made a point of stocking everything pharmaceutical. He 
charged very well for it. 

Well-to-do patients I had in the daytime got prescriptions filled at 
Lascoff’s Pharmacy usually with trade name preparations, received 
superexcellent service, and paid accordingly. 

After supper, I had a \ifferent kind of practice altogether. My 
nurse and my secretary had gone home, and T spent evenings looking 
after a lot of poor people living in Yorkville and that section, who 
were invited to come to me and pay anything or nothing as they could 
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afford. They, too, went around the corner to Lascoff’s but that expen- 
sive pharmacy tempered the wind to the shorn lamb and gave them 
drugs at prices they could afford. Answering your question I have al- 
ways kept track of the prices of drugs in my practice and always con- 
sidered the financial situation of the patient in prescribing for him. 

Senator Harr. Doctor, I am curious about this—you mentioned in 
your statement among other things the frequent calls made on the 
ee pene by representatives of the manufacturers. In those visits 
is the price discussed ? 

Dr. Pierce. Rarely, I can assure you. I have almost never heard 
prices voluntarily discussed and when I asked the detailmen about 
the prices, they very usually could not tell me. 

Senator Harr. tt you are a physician concerned with the economic 
effect on the patient of the prescription you were giving him, and if 
the detailman did not tell you what his firm’s prices were, and I pre- 
sume the other detailmen did not tell what their prices were, how 
could a physician intelligently select and order drugs so that the least 
economic burden be imposed upon the patient? 

Dr. Pierce. I would call up my pharmacist. I have always had a 
pharmacist that I could trust. There has not been a time in history 
when a good doctor didn’t have a good pharmacist at his elbow. The 
pharmacist will tell me what I need to know. 

Senator Harr. Thank you very much, Doctor. Mr. Dixon. 

Mr. Dtxon. Dr. Pierce, am I correct in understanding that in Au- 
gust 1955 you were the medical director of the Connecticut State Wel- 

are Department ? 

Dr. Pierce. Yes; I was medical director at that time. 

Mr. Dixon. At that time did the department issue a regulation to 
the effect that brand name prescriptions for welfare recipients would 
not be paid for ? 

Dr. Pierce. Yes; not in exactly those words perhaps, but in effect, 
yes. Doyou want to hear the exact words? 

Mr. Drxon. I think it would be interesting, yes, sir. 

Dr. Pierce. I think I have got them here. 

Mr. Dixon. August 1955 is the date. 

Dr. Pierce. August 1, 1955, the then new commissioner of welfare 
put out a letter to all doctors of medicine, dentists and pharmacists in 
which he mentioned the rapidly increasing cost of drugs and said: 

We do not wish to depart from the principles of free choice and total medical 
care which underlie our program today, nor to set arbitrary limits to services 
and expenditures if we can avoid it. 

Now he could avoid it, because the statute places upon the commis- 
sioner the responsibility for determining exactly how much he will 
spend for drugs. To continue with the Connstitipaniea?s letter : 

Hence effective this date the statutes and all regulations governing the medical 


care program of the Connecticut State Welfare Department will be strictly 
enforced. Signed : Commissioner of Welfare. 


One of those regulations issued with the letter, stated : 


Trade-name preparations: The State Welfare Department cannot pay for 
trade-name preparations when therapeutic equivalents are available under USP 
or standard terminology at lower prices. 


Mr. Dixon. When that was issued, did the Department receive any 
protest ? 
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Dr. Pierce. There was no protest at all, from either doctors or 
pharmacists. At about that time as I recall it, Vitamin B—12 came out 
or into public use, and we refused to pay for the trade name prepara- 
tion put out by one of the big companies because when prescribed as 
Vitamin B-12 or as Cyanocobalamin which is the chemical name for it, 
it cost half as much as the trade-name product. i 

Mr. Dixon. Thank you, sir. If my information is correct, in 1956 
your status was changed to that of chief medical consultant; is that 
correct ? 

Dr. Pierce. I became chief medical consultant at that time, yes. 

Mr. Dixon. Did you remain in that position ? 

Dr. Pierce, Yes, sir. Until 1959. 

Mr. Drxon. Is it true that in 1957 a new medical director reissued 
the order against paying for brand-name prescriptions ? 

Dr. Pierce. Yes. 

Mr, Drxon. When that order—— 

Dr. Prerce. Again there was no protest from either the pharmacists 
or the doctors. From most of the doctors I talked with, and I talked 
with the doctors and pharmacists before we first issued this regulation 
in 1955, there were no objections whatsoever; the doctors thought it 
was a good idea. 

Mr. Drxon. In March of 1957 you had another medical director? 

Dr. Prerce. Yes. He came there May 15, 1956. 

Mr. Drxon. Did he issue some new directive that caused the doctors 
a great deal of bookkeeping ? 

Dr. Pierce. There were such directives which were contested by the 
doctors, yes. 

I want to make the point here that I can discuss all of these things 
freely, because I no longer am employed by the State of Connecticut, 
and because all of these papers from which I quote were sent to every 
doctor of medicine, every doctor of osteopathy, every dentist, and every 
pharmacist in the State of Connecticut. They are in the public do- 
main, and when I quote from them and I am not saying anything that 
I should not discuss as a private citizen. 

Mr. Dixon. Did the new directives in 1957. 

Dr. Perce. They were directives which had to do with the preserib- 
ing and billing for drugs, which the majority of the doctors in the 
State of Connecticut disliked very much, so much, indeed, that the 
State medical society recommended to its members that none of them 
write prescriptions for State welfare department beneficiaries. 

Mr. Drxon. In other words, that was a bookkeeping problem ? 

Dr. Pierce. It was pretty largely a question of extra bookkeeping, 
and so forth, that the doctors objected to. 

Mr. Drxon. But the policy stayed unchanged, in effect ? 

Dr. Pierce. The policy with regard to generic drugs wasn’t changed, 
or even considered. 

Mr. Drxon. Am I correct that in September 1959, you again assumed 
office as medical director? 

Dr. Prerce. Yes; in September 1959. 

Mr. Drxon. And in cooperation with the medical and pharmaceu- 
tical bodies you revised the directives that had been complained of? 
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Dr. Pierce. We immediately rescinded those directives which were 
annoying to the doctors, and revised them with the aid and approval 
of the professional associations whose members were concerned. 

Mr. Dixon. With respect to trade names—— 

Dr. Pierce. In this same document where we rescinded those direc- 
tives, dated the 10th of September 1959, we gathered up some regula- 
tions which we had published over the years and which we considered 
pertinent, and one was: 

The State welfare department cannot pay for trade name preparations when 
pa ag oe equivalents are available under USP or generic names at lower 
prices. 

Mr. Dixon. Did that mean that the department would not pay for 
trade name drugs if the generic-name verodtt was available? 

Dr. Pierce. ‘That is right. 

Mr. Dixon. Did you get any protest as a result ? 

Dr. Pierce. No protest at all, sir. It went along quite placidly. 
That was in September 1959. 

Dr. Dixon. Did you put out a bulletin in December of 1959? 

Dr. Pierce. Yes; in December of 1959 the subject came up again 
because the cost of our drugs had become perfectly enormous. It had 
gone up to $1,300,000 a year. In 5 years it had tripled, although the 
number of beneficiaries served had increased by only one-sixth. The 
Governor was concerned about it. The new commissioner of welfare, 
who came last summer, was very concerned about it. And so we put 
out a directive in which we said : 

Subject: Restriction of payment for prescribed drugs to their prices under 
USP, NNR, and generic (i.e., noncopyrighted) names. Effective January 1, 1960. 

That went out on the 17th of December 1959. We were at. that 
time paying for prescribed drugs, to the retail pharmacists of Con- 
necticut, approximately $3,750 per day, every day of the year, which is 
rather a load for a small State. This amounted to $1,300,000 during 
the preceding year. We said, referring to our directive again: 

It is the welfare commissioner’s decision, therefore, that this regulation be 
enforced: Effective January 1, 1960, the welfare department will not pay for 
trade-name preparations when pharmacologic and therapeutic equivalents are 
available at lower prices under U.S.P., NNR, or generic names. 

Now that did not make any noticeable impression until the 10th 
of January. I mention this date particularly because at that time the 
editor of the Connecticut Pharmacist, which is the Connecticut Phar- 
maceutical Association’s journal, 38 weeks ahead of the issue of that 
month’s issue, not the night before, which is customary, but 3 weeks 
ahead, gave to one of the national news agencies, a scathing article 
which was full of inaccuracies, saying a lot of unpleasant things that 
I don’t like to read or repeat. It is here if you wish to see it. 

Since the news agency’s office in New Haven is in the same building 
as the New Haven Register, that newspaper gets the news first; that is 
why it came to us so quickly. The article starts: “Editor Raps 
Shapiro on Drug Order”; “Charges Welfare Head Aiming at System 
of Socialized Medicine”; “Raymond E. Mercier, editor of the Con- 
necticut Pharmacist, a drug journal,” and so forth. You see; it is all 
quite official. We immediately got hold of the president of the Con- 
necticut Pharmaceutical Society, who disclaimed the society’s respon- 
sibility for the article and blamed the editor for acting without 
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authority. This was very much like Khrushchev saying that the editor 
of Tass was not his spokesman. But the thing went on like that. 

Mr. Drxon. Mr, Chairman, while we are on that point—— 

Dr. Pierce. I would like to make the point that I don’t know much 
about these things. I don’t know much about the big companies and 
little companies, and their possible influence on local pharmacists and 
pharmaceutical associations. But I find it of interest that from the 
time this regulation went out August 1, 1955, until January 11, 1960, 
we had no complaints at all about the now contested regulation. It 
wasn’t until Senator Kefauver and this committee started to investi- 
gate drug prices and drug manufacturers that we began to get trouble 
in Connecticut. 

Now it seems to me remarkably coincidental that Connecticut phar- 
macists and physicians should have approved our regulation, re- 
issued several times since August 1, 1955, and then suddenly reversed 
their stand in January 1960, on their own initiative. It is coincidental 
with the action of this committee and the reaction of the drug manu- 
facturers to a degree that I find astonishing. 

Senator Harr. The newspaper clipping to which you have referred 
will be made a part of the record as exhibit No. 394, 

(Exhibit No. 394 may be found on p. 11762.) 

Mr. Drxon. Doctor, with Freee to the bulletin of December 17, 
1959, did you issue a glossary showing generic equivalent and trade 
names? 

Dr. Pierce. We issued a glossary of, I suppose, 90 or 100 items 
and I would like to read the heading of that glossary because that 
has been misrepresented at times: 

JaNvuARY 1, 1960. 


The following glossary of trade name and U.S.P., NNR, and generic designa- 
tions of commonly prescribed drugs and medicines is believed to be reasonably 
correct ; however, no claim is made for its absolute accuracy. New names should 
be added as new drugs appear, and older ones as they are found to be useful. 
In case of question, reference should be made to standard works on pharmacy, 
from which the following terms were derived. 


Senator Harr. The glossary will be made a part of the record bear- 
ing No. 395. 

(Exhibit No. 395 may be found on p. 11763.) 

Mr. Drxon. In connection therewith, did you also give examples of 
rubber stamp messages which a physictan could imprint on his pre- 
scription authorizing generic equivalents? 

Dr. Pierce. Yes. May I read that? It is in the December 17 
etter : 


The “substitution law” (sec. 19-226 Connecticut General Statutes, revision of 
1958, subsec. i, subsubsecs. 1, 2,3) requires pharmacists to dispense exactly what 
is prescribed, and places a penalty on substitution, even of an identical drug 
under another name. To permit pharmacists to dispense drugs for which the 
welfare department can pay, i.e., U.S.P., NNR, or generic name drugs, in place 
of trade name drugs prescribed for welfare beneficiaries, certain physicians are 
completing their prescription with the printed, rubber-stamped, or written 
phrase: “or U.S.P., NNR, or generic name equivalent.” 

The use of this or a phrase of similar import on all prescriptions for welfare 
beneficiaries is recommended, together with the word “Hmergency” in cases 
where immediate administration of the drug is necessary. This should save the 
physician’s time, as eliminating the need to look up or learn standard names 
for the trade names commonly employed. 
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The accompanying glossary, compiled from standard drug reference sources, 
lists a number of the most frequently employed trade names, together with 
their U.S.P., NNR, and generic designations. Others can be added as they are 
found necessary or come into use. 

Referring to the word “Emergency” quoted above, the same di- 
rective says: 
enforcement of this regulation need occasion no hardship to the patient; in 
emergency, when immediate administration of a prescribed drug is necessary 
and the concerned pharmacist stocks it only under a trade name, the welfare 
department will pay for it as such. 

Mr. Drxon. That was part of the bulletin ? 

Dr. Pierce. That was part of it, and I will give it to you in a 
minute. We have always made the point in the welfare department, 
ever since I have been there, or rather, all the time I was there, that 
humanitarianism comes first. We looked after these people and gave 
them the best we could give them in every possible way. 

The reason for not pene trade-name drugs when others, 
equally good, are available at less expense goes back to a statute, and 
to an Attorney General’s opinion written in 1950 in which he said, in 
effect, that with welfare funds we could furnish beneficiaries with any- 
thing that is necessary and reasonable, but nothing which is merely 
desirable or convenient. He further said: 


An expenditure which is not medically necessary cannot, under the plain 
terms of the statute, be made. 

Mr. Drxon. Mr. Chairman, if the doctor will, I believe the other 
document he had in his hand should properly be made a part of exhibit 
895; and I should like it if he will give us the copy of the Attorney 


General’s opinion. 

(The portion of the bulletin of Dec. 17, 1959, referred to, was made 
part of exhibit No. 395, which may be found on p. 11763.) 

Dr. Pierce. I can’t give you this, I am sorry; but if you wish the 
reference to the Connecticut statutes, I shall be glad to give it to you. 

Senator Harr. I think it would be helpful, Doctor; simply com- 
municate to Mr. Dixon the references that might be contained in that. 

I would like to ask a question, before we pass into further examina- 
tion by Mr. Dixon, on the last comment you made. You talked about 
humanitarianism coming first, and the efforts you made to see that 
generic prescriptions are issued. But surely it would not be humani- 
tarian if you felt that there was danger connected with the use of that 
prescription form for persons maintained at the public charge. 

Dr. Pierce. I quite agree. 

Senator Harr. Then do I take it, in answer to my earlier question, 
that in your judgment under existing law, the issuance of a generic 
prescription in the form you have recited is safe? 

Dr. Pierce. I think in general it is. I have doctor friends who 
order by generic names for their own families; and when doctors go 
into Hartford Hospital where I am on the consulting staff, they take 
the drugs that are provided from the pharmacy, which are purchased 
on generic basis. Now there may be some bad generic named drugs; 
I am sure there are some bad ones; but I doubt if more than a very 
few are dispersed in Connecticut. 

Senator Harr. This is what I wanted to ask next. Approximately 
how many such prescriptions bearing this rubber stamp or the written 
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equivalent do you believe have been issued in Connecticut since the 
initial directive in 1955? 

Dr. Pierce. Not a great many, perhaps; but very often pharmacists 
have called our office (it is a small State and you can dial from any 
point in it), and said, “Will you pay for this or will you pay for that 
trade name preparation ?” 

We have said, yes or no as the case might be. When they have said, 
“Why not?” We have perhaps answered: “You have got this in a 
good quality under a generic name, haven’t you!” “Yes.” “Who 
supplied it?” “So and so.” 

“Fe is a pretty good man and the price is less. Why not, after 
checking with the physician and receiving his approval, dispense it?” 

May I reread just a little bit of my prepared statement? 

Conceding that below a reasonable cost level, methods of manufacture may 
leave much to be desired, somewhere between $1.75 and $17.90 there must be a 
reasonable level at and above which a pharmacist can purchase a reliable, a 
trustworthy drug for his customers. 

Now we expect a pharmacist who serves our beneficiaries to do just 
that. Governor Ribicoff said to the newsmen when our December 
directive came out: 

We are not going to pay through the nose for trade name products when we 
can buy generic products which are just as good at lower prices. But there must 
be no lowering of quality. 

We have said this same thing always. 

Senator Harr. Let me ask whether during the period that this 
practice of requiring welfare prescriptions to be written with generie 
authorization, any case came to your attention of an adverse physical 
effect resulting from such prescription ? 

Dr. Pierce, None. And that accounts for a great many prescrip- 
tions, several million dollars worth of drugs. 

Mr. Dixon. Doctor, if I understand it, up to the December directive 
which caused all this trouble, there was really no basic change from 
the policy that had been established as far back as 1955; was there? 
Then, as you pointed out, this newspaper article appeared in January 
1960; after this appeared, what subsequently transpired ? 

Dr. Prerce. Well, there was a great deal of discussion between the 
professional associations’ officers, their committees, and the commis- 
sioner of welfare, so that on the 15th of May, not I, but the commis- 
sioner of welfare, put out another directive. 

Mr. Dixon. Was that May or February ? 

Dr. Pierce. I beg your pardon, the 15th of February. This direc- 
tive was sent to all doctors of medicine, doctors of osteopathy, den- 
tists, and all pharmacists, and stated that the welfare department 
“strongly urges” the doctors to prescribe in generic terms. 

You see the professional associations’ spokesmen wouldn’t approve 
the directive which had gone out in December, but they agreed to 
accept something like this: 

The welfare department strongly urges the doctors to prescribe in generic 
terms whenever possible in the interest of public economy. The pharmacist is 
expected to provide the drugs under generic names at a reasonable cost without 


sacrificing quality (paraphrasing what the Governor said in his talk to the 
newsmen). 









ADMINISTERED PRICES 11641 


Senator Harr. The document from which you just read will be re- 
ceived and given number 396. 

Dr. Prerce. I am sorry, sir, I have only a partly destroyed and 
scribbled copy here; this is a sheet on which the corrections were 
made. I shall be glad to send you a clean copy. 

Mr. Drxon. All right; if you will, we will reserve No, 396 for it. 

(Exhibit No. 396, with additional welfare department letters, may 
be found on p. 11765.) 

Mr. Drxon. Why did it become necessary for the commissioner to 
retreat from the policy that you wouldn’t pay for trade name drugs, 
to this policy of saying that you strongly urge doctors to prescribe 
in generic terms? 

Dr. Pierce. The pharmacists’ representatives were very desirous 
that the commissioner issue no strict requirement in that respect. They 
were very much against enforcement of our regulation, and they 
finally agreed that if we said something like “urging,” rather than 
requiring, they would go along with it. 

So now in Connecticut things are in a transitory state. The com- 
missioner has agreed to approve trade name drugs and brand name 
drugs for payment for the time being. The final word has not been 
spoken I think, either by the Commissioner or by the professional 
organizations. I don’t know quite how it is going to turn out. 

Mr. Drxon. There is a Commission of Pharmacy in Connecticut, 
isn’t there, sir? 

Dr. Prerce. There is indeed, yes. It is part of the consumer pro- 
tection department. There is a commissioner of consumer protec- 
tion; under him there are a number of different sections in his de- 
partment, one of which is the Pharmacy Commission of Connecticut 
headed by Dr. Felix Blanc. 

Mr. Drxon. Dr. Felix Blanc is the director? 

Dr. Pierce. He is the director of the pharmacy commission. 

Mr. Drxon. Mr. Chairman, I have a fetter here that I would like 
to have made exhibit 397. 

Senator Harr. It will be marked for identification 397. 

(Exhibit No. 397 may be found on p. 11781.) 

Mr. Drxon. It is a memorandum dated January 14, 1960, on the 
stationery of National Pharmaceutical Couneil, addressed to the 
Board of Directors from Newell Stewart, executive vice president 
of the council. I will read only the first part of this memo: 

Enclosed is a copy of a bulletin dated December 17, 1959, which has been 
widely distributed in the State of Connecticut. Mr. Felix Blane, the director 
of the Connecticut Commission of Pharmacy, has sent us a copy and requested 
any information we can give to him which will be helpful in seeking a revision 
of this policy. 

The letter enclosed the December 17 bulletin which is exhibit 395. 

Then also from the files of the National Pharmaceutical Council 
is a letter on the stationery of the Health News Institute dated. Jan- 
uary 15, 1960, and addressed also to Dr. Felix Blanc, director, State 
Pharmacy Commission, Hartford, Conn. I will read only this first 
paragraph : 

Thank you for sending me the Connecticut State Welfare Department mem- 


orandum on the restriction of payment for prescribed drugs to their prices under 
U.S.P., N.N.R., and generic names, for my comment. 
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Senator Harr. This will be marked for identification 398. 
(Exhibit No. 398 may be found on p. 11781.) 

Mr. Dixon. There are several other paragraphs that I won’t trouble 
toread. But the last paragraph reads as follows: 

I will be interested to learn what action is taken in coming months on this 
issue in Connecticut. Let me also express my appreciation for your permitting 
me to make these comments. 

Are you aware of this correspondence ? 

Dr Paton, That is a different department, sir. I have nothing to 
do with that department. 

Mr. Dixon. Are you surprised at this opposition ? 

Dr. Pierce. No, not at all. I know that Dr. Blanc has been an out- 
standingly efficient and well-liked official in Connecticut for a great 
many years. He is, you might say, the last of the Republican poli- 
ticians in a Democratic administration. 

He goes back a great many years; he has always been the spokes- 
man for the pharmacists of Connecticut, and has set up a very fine 
organization in dealing with them that we have always approved of. 

e know in Connecticut that our pharmacists are a pretty good lot, 
and we depend on them a great deal. They are very fine a 

Senator Harr. Under the circumstances you describe, he must be an 
extremely able man. 

Dr. Pierce. I beg your pardon ? 

Mr. Drxon. Mr. Canitteans my point in offering these two docu- 
ments that we have just read, is that exhibit 393, “Twenty-four 
Reasons Why Brand Names Are Important to You,” was put out by the 
National Pharmaceutical Council, and has the membership of this 
council on the inside of the back cover of this little booklet. The 
members are all large manufacturing drug companies, and this cor- 
respondence shows the exchange of information, and the interest of 
these companies in revoking the drug payment policy of the Con- 
necticut Welfare Department. . 

Dr. Pierce. I am quite sure they must have such an interest. Now 
I would like to go back to the statute which started the whole thing 
off. It seems to me that when the statute says that we can provide in 
the welfare department “anything which is necessary and reasonable,” 
but “nothing which is merely desirable or convenient,” the drug pred- 
nisone for example may be reasonable and necessary, but that predni- 
sone under a trade name is merely desirable and convenient, and I 
didn’t see how we legally could pay for it. 

Mr. Drxon. Do you accept as a fact, or do you disagree with this 
statement we have heard here, that by substituting a different prod- 
uct of the same generic classification, that you are giving a different 
drug? Can there be a substitution if you substitute the same thing 
for the same thing? 

Dr. Pierce. Our statute says you can’t do it in Connecticut. 

Mr. Drxon. It says you cannot substitute? 

Dr. Prmrcer. I think you have it, sir. But the point is that the sub- 
stitution even of the same drug under another title—— 

Mr. Dixon. What substitution ? 

Mr. Pierce. A substitution under the law. 


Mr. Drxon. Do you know when that statute was passed? Of course 
it will speak for itself. 
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Dr. Pierce. I know that it was a few years past, 2 or 3 years ago, 
perhaps. 

Mr. Drxon. Mr. Clifford says 1953. 

Dr. Pierce. Or subsequent to that, yes. 

Mr. Drxon. Of course, you would not even run into that statute had 
you insisted that the prescription be written generically ? 

Dr. Pierce. Right. 

Mr. Dixon. But when you suggested in your rubber stamp 
method—— 

Dr. Prerce. Right. 

Mr. Drxon. You got into the substitution problem. Is that what 
you are saying? 

Dr. Pierce. No. I say the National Pharmaceutical Council has 
issued in print the statement that it is not substitution when a doctor 
has previously told a pharmacist to go ahead and do it. 

r. Dixon. It is not substitution when he is told to do it? 

Mr. Prerce. It is not substitution under those conditions. I have 
it in print somewhere. I haven’t it with me, but I know I have seen 
it in print, and I have it at home. 

Mr. Drxon. Have you described all of the activities that you can 
recollect that were undertaken to bring about that change? 

Dr. Prerce. Yes, I think you have most of the story. I know that 
we were getting along pretty well with this thing and without any 
argument, until this letter in January, this pharmacy editor’s article 
in the paper. That really blew the lid off, and we have had in Con- 
necticut a lot of discussion from every quarter ever since. I have 
discussed the matter with Dr. Blanc; he said in December, “I don’t 
think this can go through,” and I said, “Well, I have a belief that it 
will go through because I believe that is what the people want; I 
think the taxpayers do.” 

In this connection I would like to bring up the fact that I was mis- 
— in a national magazine in March. I did not take steps to ask 

or a retraction because it was felt that any such action might in- 
crease and prolong the heated discussion going on at the moment, and 
that we had better just keep quiet. But there was no time when I 
said what I was suposed to have said in that national magazine, from 
which I quote: 

Dr. Harold Pierce, the welfare department’s medical director, thought the 
savings might run to $500,000. “This,” said he, “is the entering wedge. If 
welfare recipients get drugs for less, why shouldn’t the other 98 percent of the 
general public?” 

I did not say that. What I said was that the small number, the 
small percentage of the population under the welfare aegis, which 
is very much less than 2 percent, could not cause very much loss for 
the druggists even if all the prescriptions written for them were 
for generics, but that the pharmacists were perhaps thinking that 
our regulation might be taken as an entering wedge for the discussion 
of generic term prescripting by the general population of Connecti- 
cut, and perhaps that is where some of the trouble came from. 

Mr. Dixon. Doctor, it is your hope and purpose, as I have followed 
your testimony, that considerable savings would result to the wel- 

fare department, and accordingly to the taxpayers. That was your 
purpose ? 
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Dr. Prerce. That was my purpose, and that is why I am here today. 
Mr. Dixon. That has been pretty well stopped, as I understand it, 
and you are back where you were before you started ? 

Dr. Pierce. I am not sure that it has been reversed. It may be 
stopped, but I am not sure it is reversed. 

Mr. Dixon. But today your original order has been rescinded ? 

Dr. Pierce. The original order was held in abeyance. 

Mr. Dixon. Yes, sir. 

Dr. Prerce. For the time being the commissioner will pay for 
anything that is prescribed. I don’t think 

Mr. Drxon. Just one other question on this. You thought this was 
good for the welfare patients of Connecticut. If it is good for a 
welfare patient, would it not be good for an ordinary patient? 

Dr. Prerce. It might be, but that is not my concern. My concern 
is for myself, my family, my patients as well as the welfare people, 
and those are the people who get generically named drugs; and for 
those in my hospital, too, because my hospital provides drugs on a 
generic basis. : 

Mr. Drxon. Yes, but we had called to our attention back last De- 
cember that the AMA put out a statement to the profession generally 
urging generic prescribing for welfare patients. We all have a genu- 
ine concern for the welfare patient. Certainly that is a proper con- 
cern. But we are not to understand by that concern that the welfare 
patient is being urged to take something inferior; are we? 

Dr. Pierce. Far from it. That I object to very much, that whole 
idea. The drugs must not be inferior. In the exhibit you have got 
there, I have said these are not inferior drugs. Everyone of us from 
the Governor down has made the point that there must be no diminu- 
tion in quality when we write generic-name prescriptions. 

Mr. Drxon. My point is this: That with those safeguards and with 
those statements and those assurances, of course it was a desire for 
the State to save money. 

Dr. Pierce. Under the statute quoted I don’t see how we could 
spend the money. 

Mr. Dixon. It certainly would appear to be logical to draw that 
conclusion. But now you had a vehicle and a tool and a method to 
attempt at least to save this money on these welfare patients ? 

Dr. Pierce. Right. 

Mr. Dixon. The point is that you have the tool. Would that same 
savings not reflect down to the public if the doctor would prescribe 
generically ? 

Dr. Pierce. He has that privilege. 

Mr. Drxon. Yes, sir. Thank you. 

Senator Harr. Mr. Chumbris. 

Mr. Cuumepris. I just want to follow up that last point a little bit. 

The Military Medical Supply Agency pointed out that they buy on 
generic terms, but they set forth the detailed precautions that they 
take to make sure that the servicemen get good ion and the hospital 
formulary up in New York, the New York City Hospital I think it 
was, had the same plan. 

Now you in Connecticut state that you are going to make sure that 
the welfare recipients receive the best possible drugs. But if the 
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150,000 to 200,000 doctors in the United States prescribed on a generic 
term, where is the precaution there to protect the patient ? 

Dr. Pierce. In the law, I should think. 

Mr. Cuumpris. What law? 

Dr. Pierce. We have a Food and Drug Administration. I don’t 
think it is big enough at this time to take on the whole job as far as I 
can see, but that is what it is for. It is to see that all drugs for human 
consumption are of quality, of proper quality. 

Mr. Cuumpris. Yes; but a little while ago at the beginning of your 
statement you stated that you prescribed some drugs generically and 
other drugs by trade name because you are conscious of the fact that 
generic names are not going to be applicable across the board. 

Dr. Prerce. Because I have not looked into them. 

Mr. Cuvumpris. Well, how about the other 150,000 to 200,000 doc- 
tors? In other words, there won’t be the same detailed safeguards 
that the State of Connecticut has, that the Military Medical Sanaa 
Agency has, nor the hospital formulary has to protect the individual 
patient who buys through generic terms under our system as it is right 
at this point. Do I make my point clear to you? 

ae Praia You mean that the law is not being implemented, is that 
it? 

Mr. Cuvumeprts. Well, there is nothing in the law—— 

Dr. Pierce. I beg your pardon, you say there is nothing in the law? 

Mr. Cuumepris. No, the point is you said that the law now protects 
the person who buys from a generic term. I would like to know from 
you how do you feel that the law protects? 

Dr. Prerce. I am sorry, sir, I think you misquoted me. I think I 
said there is a law to protect. Please don’t misquote me. 

Mr. Cuumprts. I don’t want to misquote you. 

Dr. Pierce. There is a law to protect, and whether or not it is imple- 
mented determines whether you have the protection. 

Mr. Cuumpris. Well, we have testimony here that the law as it is 
now, looking to amending it, that the law has not even full protection 
for trade names, much less generic named drugs. 

Dr. Pierce. Of course, you would know about that. I am not 
legally trained. 

Mr. Cuvumprts. I am not trying to argue with you. I am trying 
to—— 

Dr. Pierce. I know. I said you would know about that and I 
wouldn’t, of course. 

Mr. Cuvumeris. I am basing my whole question on the fact that 
you yourself pointed out that some of the drugs you prescribe ge- 
nerically and other drugs you prescribe by trade names. 

Dr. Prerce. Can I give you an example of what I mean? Perhaps 
T can make it simpler to understand. 

One of our pharmacy commissioners, a middle-aged man who has 
had a drugstore, a very fine drugstore, in Connecticut for a great 
many years, said to me: 

Now somebody wrote me a prescription for prednisone. Well, I had never 
dispensed any prednisone. It was something that to me had always been a 
brand name or a trade name, and I was suddenly faced with this thing. 


Well, in this State we have to provide what the doctor writes for. So I got 
in touch with a supply house in which I have confidence, and I said, “I don’t 
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know anything about prednisone except that the price range is terrific. I have 
got to have something that is just as good as the best. Please send it to me.” 


He continued— 


It cost me $8 instead of the $17.90 I would have paid for the trade name 
product. 

Now that is what I am concerned with; you have to take certain 
things on faith. He was a druggist that the doctor who prescribed 
this trusted. He in turn had a supplier whom he trusted. We have 
to put our trust in people, in things like this. I trust the pharmacists 
in Connecticut. I know that they are human. I know that they can 
make mistakes, but percentagewise that is infinitesimal ; it is beside the 

oint. 

. I have heard that there are a lot of pharmacists who perhaps aren’t 
quite as ethical, It seems to me there is a question of strengthening 
the law to take care of them. There are manufacturers who are, per- 
haps, not ethical. Again I think it is a question of strengthening the 
law to take care of the situation. 

Senator Hart. I am afraid if we don’t terminate this discussion you 
will get around to lawyers. 

Dr. Prerce. I am sorry. I have a very keen interest in this subject. 

Senator Harr. Doctor, thank you very much for coming, and addi- 
tionally for staying over the extra day. 

Dr. Prerce. Thank you. 

Senator Hart. The last witness for today is the dean of the School 
of Pharmacy of the University of Michigan at Ann Arbor, Dr. Rowe, 
who kindly responded to very short notice from the committee. For 
that I am additionally grateful, Doctor. 

Dean Rowe has prepared a statement which does include reference 
to his professional background. It will be printed in full, Dean, and 
it case you want to highlight certain portions of it, that is perfectly 
all right. 

Dr Rows lives in Ann Arbor and is the dean of the College of Phar- 
macy and professor of pharmacy of the University of Michigan. He 
has a degree in pharmacy and master of science from the University 
of Montana, dnd doctor of philosophy from the University of Wis- 
consin, with a major in pharmaceutical chemistry. 

He has been a teacher and administrator in pharmacy for 26 years, 
having served at the University of Nebraska, the Medical College of 
Virginia, Rutgers University, and the University of Michigan. At 
these three institutions he was the assistant dean or dean. He is the 
past president of the American Association of Colleges of Pharmacy 
and has been the holder of a number of other offices in National and 
State pharmacy organizations. A textbook, “The Profession of Phar- 
macy,” lists him as a coauthor, and he has written a chapter in the 
textbook, “American Pharmacy” in addition to a number of scientific 
and educational articles. He is listed in Who’s Who in America and 
American Men of Science. 

I repeat that I felt strongly that the committee would benefit from 
having eyed judgment on the subject before us, and I am delighted that 
you could come, Dean Rowe. 
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STATEMENT OF THOMAS D. ROWE, DEAN, COLLEGE OF PHARMACY, 
UNIVERSITY OF MICHIGAN, ANN ARBOR, MICH. 


Dr. Rowe. Thank you, Senator. It isa pleasure to be here. Would 
you like me to present my report at this time? 

Senator Harr. Yes. 

Dr. Rowe. On Monday afternoon of this week I was asked if I 
would appear before this committee, and the following morning, just 
2 days ago, I accepted the invitation. At that time I was told I could 

resent a formal statement. As you can readily realize I have not 
fad much time to prepare the statement which follows. Much of the 
material presented is my personal opinion, substantiated whenever pos- 
sible by data which I was able to obtain in the limited time available 
to me. 

It is my understanding that this portion of the hearings being con- 
ducted to investigate the pharmaceutical industry is devoted to the 

eneral topic of the use of drug trade names versus generic names, and 
that some type of legislation requiring the use of generic names may 
be enacted as a result of these sessions. 

It is the use of drug generic names by enforced legislative action 
on which I wish to comment today. I will express my opinion first 
and devote the rest of my statement to the reasons underlying this 
opinion. I am opposed to the enforced use of generic names either 
by legislation, by regulation, or by any other means which would in 
any way— 

(1) Restrict the physician’s choice of drugs; 
to} Interfere with the manufacturers right to insist on his 
trademarked drugs being supplied when the physician so specifies 
on prescriptions; and 
(3) Have possible harmful effects on the present physician- 
pharmacist relation in the dispensing of drugs. 

I am opposed to this type of legislation for a number of reasons: 

1. Currently the Food and Drug Administration is able to check for 
rr and for percentage strength less than 1 percent of the dru 

ispensed on prescriptions exclusive of antibiotics which are certifi- 
able. Of the prescription drugs collected, which the Food and Drug 
Administration obtains on a selected basis, over 5 percent depart in 
some significant manner from labeled specifications. A large majority 
of these violations—probably nearly all of them—are by manufac- 
turers who do not use adequate control procedures. They do little if 
any manufacturing of trademarked specialities. These manufactur- 
= are the “coattail riders” referred to by an earlier witness of these 

earings. 

We have, therefore, even under present conditions, a number of 
manufacturers who fail to produce drugs of quality. <A significant 
quantity of their substandard products reaches the consumers market. 

These manufacturers derive most of their business from specifica- 
tion of prescription drugs by generic name. I believe their volume 
of business would increase tremendously if any type of action is 
taken to increase the use of generic names through legal means. Be- 
cause the Food and Drug Administration and the State drug authori- 
ties are unable to police these unethical operators adequately, the sit- 
uation would become materially worse if enforced emphasis is placed 
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on increased use of generic names. A much larger number of patients 
would be receiving substandard drugs. This situation quite obviously 
would be detrimental to the health of the public. In support of this 
conviction I should like to quote Dr. Linwood F. Tice, dean of the 
Philadelphia College of Pharmacy. NV rspg Ot the January 1960 
issue of the American Journal of Pharmacy Dean Tice states: 

The most serious aspect in connection with the widespread use of generic 
names and efforts to make the use of generic names popular is the encourage- 
ment it would give to some of the most unprincipled duplicators and counter- 
feiters of pharmaceuticals on the American scene. These undercover compa- 
nies have always been with us and the inroads which they have made on the 
sales of pharmaceuticals, by our legitimate and ethical companies have at times 
been staggering. Almost invariably, it is found that these companies operate 
without proper manufacturing supervision and control and that they are con- 
stantly in trouble with the Food and Drug Administration or some State agency 
having similar responsibilities. These companies originate solely because of the 
cupidity of their owners who depend upon equal cupidity and greed on the part 
of certain pharmacists. Their existence and their modus operandi are so well 
known in pharmaceutical circles that they need not be discussed here. Some 
of our finest pharmaceutical companies are constantly engaged in shaking off 
these leeches who have never done a single thing to advance or improve phar- 
macy, have never supported the slightest bit of research, do not employ com- 
petent help, and have not the slightest sense of responsibility for their actions. 

If the various proposals to extend the use of generic names should be seri- 
ously accepted by the professions and some effort made to implement these 
proposals, we can expect a mushrooming of these submarginal operators with 
the eventual result that we shall return to those days of chaos when drugs 
rarely met prescribed standards and adulteration was the rule rather than the 
exception. Public confidence in the drug industry might well then be com- 
pletely shaken. 

Even today, these unprincipled manufacturers go so far that the 
reputable companies resort to extreme measures in attempting to 
prevent their products from being counterfeited. For example, one 
company has.designed a special shaped capsule which is nearly im- 
pres for an unprincipled manufacturer to duplicate. Many others 

ave special shaped tablets, and many reputable manufacturers now 
score their tablets with an identification mark. 

2. Widespread distribution of inferior drugs would make physi- 
cians uncertain of the quality of the medicaments being obtained by 
their patients. In order to make sure that patients received drugs of 
quality as desired by the physicians, the physician would in many 
instances turn to office-dispensing. This practice would be most un- 
fortunate for a number of reasons: 

(a) The physician would certainly not carry an inventory of drugs 
comparable to that of the aye P narmacy. In many cases the phy- 
sician would dispense the drug e had available rather than Sregtathn 
for filling at a pharmacy the best drug available on the market. 

(6) Physicians would be spending an increased amount of time 
performing pharmaceutical duties. This would reduce the time avail- 
able to patients, with fewer patients seen per day per physician. With 
a scarcity of medical personnel already in existence in many localities, 
this situation would operate to the detriment of patients and to the 
health of the public. 

(c) If dispensing by physicians became widespread, and it easily 
could with emphasis on generic name dispensing, a large number of 
pharmacies could be forced out of business. This might not be detri- 
mental to public health in areas where there are many pharmacies 
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and where some of them would remain in operation. In smaller com- 
munities, however, where there are fewer pharmacies, often only one, 
such closing could mean the loss of pharmaceutical services. _ 

3. Because the number of unethical manufacturers today is not 
large, the ethical pharmacists, and a very large majority of practicing 
pharmacists are of this type, can distinguish between the unethica 
and the ethical manufacturers without much difficulty. The phar- 
macist of necessity has to depend on the integrity of the manufacturer, 
and his confidence is well based when dealing with recognized manu-- 
facturers of quality drugs. 

With increase in the number of unethical manufacturers and in- 
creased activity by them and those now in existence, the pharmacist 
would be hard pressed always to identify the marginal operator. The 

harmacist cake easily dispense substandard drugs unknowingly, be- 
ieving them to be drugs of quality. 

The designations U.S.P. and N.F. are meaningful if it is known 
that the specifications of these standard legal references are met. 
Drugs bearing these designations, however, can be substandard unless 
assays have shown them to meet the legal requirements. Today the 
pharmacist almost invariably relies on the integrity of the manufac- 
turer to assure quality in U.S.P. and N.F. drugs as well as in other 
prescription drugs. 

4. From time immemorial physicians have had the right to deter- 
mine exactly which drugs their patients should use. This has devel- 
oped a system of treatment which assures that the patient receives 
medication which the doctor in his judgment deems best suited for 
him. Changing of this situation would react to the disadvantage of 
the patient. 

Physicians when prescribing trade names are also specifying a man- 
ufacturer, because ukvatéidiih too have learned to rely on the integrity 
of the ethical pharmaceutical manufacturer. 

The pharmacist should not change the physician’s prescription with- 
out the expressed consent of the prescriber in each individual instance. 
To change this situation wot be to open a door to widespread 
abuses. 

5. Nothing now prevents the physician from prescribing by generic 
name if he so desires. This practice should continue. On the other 
hand, to force the physician to use generic names or to authorize the 

harmacist to substitute a generic name drug for a trade name drug 
is quite a different matter. Let me again quote Dean Tice in this 
connection : 

It would be difficult to imagine the utter chaos which would result if, let 
us say, for the next week all prescriptions written in the United States were 
written using generic names. Physicians themselves are totally unfamiliar 
with these names and pharmacists, we suspect, do not know 1 out of 10. By 
no conceivable process of professional education could this situation be remedied. 
Generic names by their very nature are extremely difficult to remember—some- 
times, we suspect, almost by intent. Even when those who are given the task 
of coining generic names do it with complete objectivity and follow all of the 
standard rules for nomenclature such as those promulgated by the World 
Health Organization, they came up with names which are real tongue twisters 
and almost impossible for the average practitioner to spell. With just a little 
imagination, one can picture just what might happen when such names, im- 
properly spelled to start with, and illegibly written besides, were placed on 


prescriptions. The average pharmacist would be lucky, indeed, if he could figure 
out the physician‘s intent on half the prescriptions which he received. We 
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presume that this difficulty might in time be remedied with an intensive educa- 
tional campaign directed at both the medical and pharmaceutical professions 
but, until such a campaign bore fruit, we could expect all sorts of tragic errors— 
some of colossal magnitude. 

6. It is my belief that practicing pharmacists are against the free 
use of generic names—and not primarily because their use would mean 
a possible financial loss tothem. They are against any major emphasis 
on the use of generic names because they believe this situation will 
reduce the effectiveness of our present system of medical care. They 
believe this because of the reasons I have already put forth. 

In support of my opinion of the attitude of the practicing pharma- 
cist, may I refer to action recently taken in Michigan. I know this 
committee is familiar with the regulations dealing with permissive use 
of drugs marketed by generic names now being considered by the 
Michigan State Board of Pharmacy. To my knowledge four local 
organizations of retail pharmacists in Michigan have taken firm stands 
against the proposed regulation: (1) The Flint Druggist Association, 
(2) the Branch County Association of Pharmacists (3) the Wash- 
tenaw County Pharmaceutical Association, and (4) the Greater Mus- 
kegon Pharmaceutical Association. 

All of these groups believe that the proposed regulation will be 
detrimental to the public health, to pharmacy, and to medicine. They 
have asked the board not to adopt the regulation. 

The executive committee of the Michigan State Pharmaceutical 
Association has gone on record against the proposed regulation as 
submitted to them. 

To my knowledge no recognized pharmacy organization in Michigan 
has gone on record approving the proposal. 

I believe more county phramacy organizations within the State 
would indicate Aieisopaeel at the resolution if they thought seriously 
it would actually be adopted. Some pharmacists to whom I have 
spoken have expressed the opinion they did not believe it would be 
adopted and have therefore not concerned themselves about it. 

7. In theory, the use of generic names appears to be a good proce- 
dure. Human nature being what it is, plus the fact that proper en- 
forcement of standards would be practically impossible, the wide- 
spread use of generic names is unthinkable if the peope of our coun- 
try are to continue to receive the high quality of pharmaceutical serv- 
ice they are receiving today. 

The Food and Drug Admintetration does an excellent job with the 
funds available to it. Increase in its budget must certainly be antici- 
pated in our growing economy. A really tremendous increase in funds 
would be essential for the FDA to meet its responsibilities were the 
permissive proposals to be adopted. I doubt seriously if these funds 
would be provided. 

8. No doubt one of the main reasons this committee is interested in 
the increased use of generic name drugs is the supposed saving which 
would accrue to the patient. This is a worthwhile reason if these 
savings would actually occur to any extent. As I have already implied 
in this report, I do not believe this would happen. 

Let us assume, however, that in certain instances savings might be 
effected. To what extent would the patient benefit financially ? “Little 
if any, I believe. I think the magnitude and importance of these 
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savings is exaggerated. According to an authoritative national sur- 
vey the average price of prescriptions in 1958 was $2.96. Because the 
more expensive drugs generally do not have generic counterparts, the 
reduction of this average price would be slight if generic named drugs 
were prescribed more frequently. 

According to a special prescription survey the model price of pre- 
scriptions in 1958 was $1.50. During that year 63.3 percent of all new 
prescriptions cost not more than $3; 85.9 percent not more than $5; 
and 98.7 percent not more than $10. Note that these data apply only 
to new prescriptions. If refilled prescriptions were to be included 
an even larger percentage of 1958 prescriptions would fall in the “not 
more than $3” category. Consistently lower prices prevail for refilled 
prescriptions—those generally used over long periods of time for 
chronic illnesses. 

These facts indicate to me that, except for a small percentage of 
drugs, prescription prices are not high, and savings to patients would 
not be great because of increased use of generic names. 


CONCLUSION 


I have presented some reasons why increase in the use of generic 
name drugs should not be achieved by legal action. In doing so I 
hope I have emphasized the complexity of this problem which I am 
sure the committee members are well aware of. This problem is too 
mg ond too important to be dealt with without very extensive study. 
I think this committee would be making a mistake to endorse any type 
of generic name legislation without having much more information 
than it seems to me can be expected from these hearings or than is 
currently available from other sources. 

Senator Harr. Thank you very much. 

You heard the presentation by the former medical director in Con- 
necticut, Dr. Pierce. You heard his emphasis that in the case of 
public welfare prescriptions, he and the Connecticut Welfare Depart- 
ment have been seeking to develop the requirement that they be 
written generically. 

Some of the feeling expressed in your presentation suggests your 
belief that under present laws the writing of any generic prescrip- 
tion is unwise. 

Dr. Rowe. I would say that I wouldn’t go that far, Senator. I 
think the writing of generic names is all right if you know what is 
going to be used. 

In other words, you come back to the integrity of the manufacturer 
which I think has been stressed by nearly all of us this evening. If 
you know what you are going to get, if you know who manufactures 
it, if you know it is what it is labeled to be, then the prescribing by 
generic names would not be wrong. 

Senator Hart. Incidentally this is among the new facts developed. 
You commented that the filling of prescriptions for refills shows that 
the prices drop in succeeding prescriptions. Why should this be? 

Dr. Rows. That was not what I intended. 1 mean to say this, 
without enlarging it there: 

Many of the prescriptions that are used on refills are drugs used 
for chronic illnesses. Take thyroid, for example, which is a relatively 
inexpensive drug. That may be refilled for years and years and years. 
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On the other hand, many of your more expensive drugs are used 
for acute illnesses, like antibiotics, and they are not refilled. So it is 
not a change in price. 

It is the point that drugs that are refilled over a period of time 
are in the beginning cheaper, and if you counted those in, they would 
bring the overall price down. 

Senator Harr. Thank you. 

Without getting into the question of expanding the practice of issu- 
ing prescriptions in generic names, you comment that a number of coat- 
tail riding manufacturers fail to produce drugs of quality. You then 
would urge the Congress to insure a stepup in the Food and Dru 
Administration, whether or not we do anything that would expan 
the use of generic names. 

Dr. Rowe. Very definitely. I think that is essential. 

Senator Harr. This repeatedly you have heard. 

Dr. Rowe. Yes. I think we are all in agreement with that, that the 
Food and Drug Administration needs more money if the job they are 
to do is to be done properly. 

Senator Harr. Do you have any opinion as to whether the scope of 
the existing law should be expanded ? 

Dr. Rowe. I don’t think I am well versed in the details. If you 
will let me just express an off-the-cuff opinion, I believe the law is, 
for the most part, adequate. 

There are undoubtedly some weaknesses in it, but I would rather 
riot comment on that too much in detail because I do not feel qualified. 

Senator Harr. Do you feel there is anything to be gained in an 
organized effort, notwithstanding the ery of the World Health 
Organization, to simplify generic names? 

Dr. Rowr. Yes; I am not sure that it could be accomplished, but 
the effort would be certainly called for; yes. 

Senator Harr. By and large those names are established by the 
manufacturers ? ° 

Dr. Rowe. Some are and some aren’t. The USP names, for exam- 
ple, are not established by the manufacturer. 

Senator Harr, The impression I received from a witness who ap- 
peared this week before the committee was that by and large the 
manufacturer did pick the name. 

Dr. Rowe. I recall reading that testimony. I,am not sure that that 
is true in all cases. 

Senator Harr. Your seventh point refers to the theory of the use 
of the generic name appearing to be good procedure, but “human 
nature being what it is, plus the fact that proper enforcement of 
standards would be practically impossible, the widespread use of 
generic names is unthinkable if the people of our country are to con- 
tinue to receive the high quality of pharmaceutical service they are 
receiving today.” 

I return again to the development of this suggestion from, I think, 
wholly responsible sources, that in the case of a person on welfare, this 
is the thing todo. You quarrel with that, too. 

Dr. Rowe. I will go back to what you said a minute ago, and I 
think I will give the same answer, Senator. 
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I don’t quarrel with that if they know the drug that they are 
getting aad the manufacturer and the quality of the i, If you 
are absolutely certain of that like the Army is, why then I have no 
quarrel with it. 

Senator Harr. I have not seen in any of the suggestions made by 
responsible persons any expression or any condition that this be done 
only in the event that you are sure that the drug is of the same quality. 

Dr. Rowe. I don’t see how it can work unless you are certain. To 
me it is absolutely unworkable under our present situation. That is 
my personal feeling. 

Senator Harr. So then I would conclude that in your personal 
opinion, the ones who make this suggestion are suggesting sort of 
second-rate pharmacy for the person who is in—— 

Dr. Rows. With that one qualification. If they make safeguards 
that he is getting quality drugs, then they are all right. If they have 
no safeguards, I think they are 

Senator Harr. If there is that recommendation and assurance of 
safeguards, generic prescriptions are all right for everyone, you say? 

Dr. Rowe. Yes, sir. 

Senator Harr. And if the recommendation for welfare cases doesn’t 
include the requirement that this safeguard be true, it isn’t good for 
them either? 

Dr. Rowe. That is right. 

Senator Harr. So you either have it for all or you run the risk of 
establishing a practice for welfare cases which jeopardizes them? 

Dr. Rowe. If you don’t have these standards, that is correct. 

Senator Harr. Thank you very much. 

Mr. Dixon? 

Mr. Dixon. Dean Rowe, in following your statement Tam struck 
with one thought, that the only protection that the public today has 
when the doctor prescribes a dette product—or so far as that is con- 
cerned, the only protection the doctor would have in prescribing a 
drug product—is the integrity and reputation of the manufacturer, 
is that correct ? 

Dr. Rowe. Yes; that is correct. I would say so. Of course, we 
have the Food and Drug Administration to check on these things, 
but they do not check enough. But as they operate now, I believe 
that that statement is correct. 

Mr, Drxon. That is a pretty strong statement. In other words, 
if I get the purport of it, if you are going to have something pre- 
seribed for you, the only thing that you can rely upon is someone’s 
Bena We can’t rely upon any law or law enforcement. It has 
to be pure reputation when you get a drug product. 

Dr. Rowe. I would say almost absolutely “Yes.” There might 
be some exceptions, but I would say “Yes.” , 

Mr. Dixon. That is a pretty sorry situation, isn’t it? 

Dr. Rowe. Yes; I think it is a sorry situation. I think it is un- 
fortunate. 

Mr. Dixon. The other day there appeared before us Mrs. Mildred 
Brady, the editorial director of Consumers Union. In her statement 
she reminded us of a case that was decided by the Supreme Court in 
December 1952. The Court found that the factory inspection pro- 
visions of the food and drug law were uncertain and contradictory 
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and an attempt was made to do something about that. A committee 
was set up, she pointed out, and she went back and researched the 
record. She said that, according to the testimony given before the 
House committee by Mr. Leslie Suatron: then president of the Up- 
john Co. and general counsel for the American Drug Manufacturers 
Association, they all gathered together to work out some legislative 
strategy, and the Food and Drug Administration asked Congress “to 
grant inspection privileges that would facilitate the enforcement of 
the law and make it easier first to spot and then to stop the distribu- 
tion of substandard and misbranded food and drugs,” according to 
Mrs. Brady. 

To that end, she pointed out, the record showed that the Food and 
Drug Administration asked for the power to inspect plant sanita- 
tion, raw materials, formula cards, actual manufacturing work sheets, 
batch records, weight and measuring controls, and so on. These 
powers were requested, I understand, in 1953. Congress finally 
erantyl what Congressman Younger called, “compulsory inspection 

ut * * * a very limited inspection.” 

Mrs. Brady pointed out that the industry, from the testimony of 
Mr. Harrop who spoke for the group, reiterated that limited inspec- 
tion was all that the industry would support. 

In other words, the very thing that you are saying here needs to be 
done, the very industry that we must rely upon for reputation and 
integrity, resisted the addition of governmental authority. They re- 
sisted it themselves. Do you have any comment on that 

Dr. Rowe. Yes, I do. I am not familiar with this, first of all, but 
I am surprised that they would take that action. I think they prob- 
ably took the action not to prevent drugs of quality being manu- 
factured, but it might be a question of having Government interference 
within the plant. I do not know, but that could be a possibility. 

Mr. Drxon. If we are going to have a common yardstick and re- 
sponsibility somewhere, somebody has to be there to enforce the yard- 
stick ; isn’t that so? 

Dr. Rowe. Not necessarily within the plant. That could be done 
with the finished product before it reached the consumer. 

Mr. Drxon. I would hope that there is enough intelligence to devise 
some kind of legislation along that line, perhaps without all the bur- 
dens that have a pictured here also. But as of today, we do not 
have any Federal law that would adequately assure to any physician, 
or to you as dean of the Pharmacy School, or to a pharmacist or to 
the public, that there will be in every product what you term quality. 
There is a law—— ’ 

Dr. Rows. I was going to say we have the law, but the law is not 
enforced. 

Mr. Drxon. Isn’t it true that the law deals with safety—not efficacy, 
not quality, but safety? You are talking about quality in addition to 
efficacy and safety, aren’t you, sir? 

Dr. Rowe. That is correct. ed 

Mr. Drxon. So your objection to generic prencsinng is that if it 
is done by happenstance, you might get something safe and efficacious 
and of quality, or you might get SANDS unsafe and not of good 
quality or something that is safe and not good quality ? 

Dr. Rowe. That is correct. 
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Mr. Dixon. Should that be in our country? 

Dr. Rowe. It should not be. 

Mr. Drxon. Would you recommend that we continue along the line 
and just leave it to the industry to solve this problem themselves? Have 
they solved it ? 

r. Rowe. The ethical manufacturers have; yes. 

Mr. Drxon. You used the word “ethical.” This is the ethical drug 
industry. Everyone I assume is ethical in this industry. 

Dr. Rowe. Well, we assume, I believe, that all pharmacists, lawyers 
and doctors are ethical, but we know there are unethical people in each 
group. 

Mr. Drxon. What should we do, just leave it to the law of the jungle 
and let it solve itself, or don’t you think that it is encumbent upon the 
Congress to do something about it ? 

Dr. Rowe. To me the most important thing that Congress could do 
would be to give funds to the Food and Drug Administration so that 
they could carry out the directive they now operate under. 

Mr. Drxon. What good would it do to double the funds of the Food 
and Drug Administration, because they have no authority under the 
present law to get at records, to get in plants, and to pass upon quality 

as you are using the term ? 

Dr. Rowe. They have the authority to pass on quality. 

Mr. Drxon. On safety, sir? 

Dr. Rowe. On safety, too. 

Mr. Drxon. Yes, sir, on safety. 

Dr. Rowe. Yes, they do. May I make one comment here? 

You mentioned doubling their funds, and I would like to call your 
attention toa statement I made on page 12. Isaid: 


A really tremendous increase in funds would be essential. 


In fact, I think the amount, I don’t know, but I think the amount 
would be so large that it would stagger Congress, because the money 
would not be forthcoming. I don’t see how it could be. 

Mr. Drxon. May I read you something that I pointed out earlier 
some of the things that the Food and Drug Administration had asked 
for? The FDA didn’t get all they asked for. I will read you what 
they can’t do, according to Mrs. Brady’s testimony : 

The powers granted under the Factory Inspection Act by means of which the 
Food and Drug Administration, with its limited resources, was to assure the 
quality of drugs sold in the Nation were powers that, as Congress came to 
interpret them, did not grant that agency the authority to inspect prescription 
files, access to complaint files, the right to look at the records of technical quali- 
fications of key personnel, the opportunity to check formulas, and a number of 
other powers that FDA had informed Congress were essential to the effective 
enforcement of the law. 

The FDA can’t even go into a plant and find out today under the 
law whether the very scientists who are there are even qualified to 
perform their duties. 

oe Rowe. I think they can find that out without going into the 

ant. 

. Mr. Dixon. But the point is they don’t have the right to do it or any 
power to do it. You may be correct that they can find it out, but we 
are talking now about the right to do things, not what might happen. 

When you are determining whether a drug is good or bad, I would 
assume big companies as well as small companies have had bad drugs. 
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I assume that one of the best ways to determine that would be to go to 

that ery to find out if they had had any complaints. Would you 

not, sir 

‘ji Dr. Rowe. That would be one way, but I don’t see why you have to 
o that. 

You can get the sample of their drug when it is on the market, and 
test it after it ison the market before it 1s used. 

I am not too familiar with the requirements of this inspection as 
such, but I do not see why it would have to be used. Now the Food 
and Drug Administration knows much more about this than I do. 

Mr. Drxon. I don’t want to press you on it, in view of your state- 
ment, but you did make a flat recommendation, and it has been made to 
the committee before—Senator Hart and other Senators on this sub- 
committee have certainly heard it—that more money should be given 
to this agency, but now I am talking about something beyond money. 
It would be useless to give money to some agency without giving it 
power. 

Dr. Rower. May I interrupt there? 

Mr, Dixon. Yes, sir. 

Dr. Rowe. So far as I know, and I don’t know as much about this 
as the FDA does, I think they have the power to get this situation 
under control now. 

Mr. Dixon. They have no power to determine efficacy. Do you 
think that they should have sod power? 

Dr. Rowe. I think they have that when they test it for purity and 
for percentage strength, 

Mr. Drxon. They are only doing this to find out if the drug is safe, 
Doctor, if a product is neinsd and tested. 

Dr. Rowe. If the drug is labeled and the pharmacology of it is 
known and has been established, which it has to have done before 
it is put on the market, then we know the drug will be safe if it meets 
the label specifications for purity and for strength. 

Mr. Dixon. Doctor, that can be done under a generic prescription as 
well as a trade name prescription, can it not? It could meet that 
requirement ¢ 

Dr. Rowe. Yes. 

Mr. Drxon. But the thrust of your testimony is that you wouldn’t 
recommend that today ? 

Dr. Rowe. That is correct. 

Mr. Drxon. Would you be as reluctant to make that statement if 
adequate budgetary authority were devised by the Congress to ade- 
quately plug this loophole so that there wedi not be any reliance 
upon, we will say, reputation and integrity, but it would be reliance 
upon proof and upon meeting qualifications that would have to be met 
by all manfacturers ? Would you then have any reluctance to say that 
generic prescriptions would be unwise? 

Dr. Rowe. No; I don’t believe I would. But I think this. I think 
you are talking about a Utopia. I don’t believe it can be accomplished. 

Mr. Drxon. You said something that is also quite impressive to 
me, where you quoted Dean Tice as saying: 

It would be difficult to imagine the utter chaos which would result if, let us 
say, for the next week all prescriptions written in the United States were written 


using generic names. Physicians themselves are totally unfamiliar with these 
names; and pharmacists, we suspect, do not know 1 out of 10. 
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Doctor, you are familiar with the advertising and promotion of 
these ethical drug products generally, aren’t you ? 

Dr. Rowe. Yes, sir. 

Mr. Drxon. Isn’t it true that they are advertised and promoted to 
make you thoroughly aware of trade names? 

Dr. Rowe. Yes, sir. 

Mr. Drxon. In other words, the doctor himself to whom these ads go 
has been educated quite thoroughly to prescribe by trade names, not 
generic names. That is what I assume Dean Tice is talking about? 

Dr. Rowe. Yes, sir. 

Mr. Drxon. So, if suddenly he was asked to prescribe generically, 
he would not know the names, isn’t that correct? Is that what it 
means ? 

Dr. Rowe. Not of very many. He would know some of them. 

Mr. Dixon. We have had pointed out to us here that not only is 
there confusion between trade names and generic names, but there is 
confusion among generic names, that there are many products that 
have as many as six and seven generic names. I am sure you are 
aware of that. We have had testimony today that phenethicillin is on 
the market today under six different trade names, produced by six 
large, reputable, well-established companies. Do you think it would 
be wrong to write a prescription for phenethicillin itself? 

Dr. Rowe. No; I would not. For one thing, the antibiotics are all 
tested today. They have to be. That is the one group of drugs that 
has to be tested before they are put on the market. Every single batch 
is tested by the Food and Drug Administration. In that instance I 
would certainly have no objection to it. 

Mr. Drxon. I am reminded at this point that Dr. Modell testified 
that in the great New York Hospital they cover the whole range of 
human disease by some 325 generic products. That certainly is a sim- 
plification over the, I don’t know how many, thousands that might be 
included if they were to carry all trade name products. Dr. Modell 
made it quite plain to us why they had adopted this practice, and the 
safeguards that they went through to assure that whatever they bought 
as a generic product met their own qualifications. He said that they 
even had committees that went in and inspected these plants. Cer- 
tainly there is an example of not only bringing order out of chaos 
from the thousands of products that they wont otherwise be forced 
to carry, but the money that they saved, Certainly we are all inter- 
ested in savings. 

Dr. Rows. That procedure is one that the hospital used, and he 
stressed the point of quality and safety. 

Mr. Dixon. I brought that point up because it was pointed out to 
us that as late as last December the AMA issued a bulletin recom- 
mending that consideration be given to welfare patients by prescrib- 
ing by generic names. That went to all doctors generally. 

In listening to your colloquy with Senator Hart, I would gather 
that you think that today that would be rather risky to the welfare 
patient. 

Dr. Rowe. If you did not put up proper safeguards, yes. 

Mr. Drxon. Do you think the only necessary safeguard and a good 
enough safeguard is the reputation and integrity of a big company ? 
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Dr. Rowe. First let’s leave out the word “big.” I haven’t referred 
either to big or small. I referred to ethical and unethical. 

Mr. Drxon,. All right. 

Dr. Rowe. Because we have a lot of fine small houses, So to get 
back, I would like to make that point clear. 

Now, on the other point—I sort of lost my train of thought on that. 
Would you mind stating your question again, please? 

Mr. Drxon. Do you say that the only factor insuring the safety of 
the welfare patient, or of any other patient, is the integrity and repu- 
tation of the manufacturer ? 

Dr. Rowz. That is correct. 

Mr. Drxon. Mr. Chairman, I have no more questions. 

Senator Harr. Dr. Blair. 

Dr. Buatr. Mr. Chairman, we have received from the Food and 
Drug Administration some information bearing upon the incidence 
and the nature of violations of the Food and Drug Act by companies 
whose products do meet USP standards, but where the violation arose 
as a result of some other characteristic of the drug which was pro- 
duced, apart from the matter of labeling or branding. 

It may be that the best time to present this information is not now, 
but when the Food and Drug Administration does appear before the 
subcommittee, although these data do add additional light and pro- 
vide some important qualifications to the figures presented here this 
evening on violations of the Food and Drug Act. 

Dr. Rows. May I comment on that? 

Dr. Buatr. Certainly. 

Dr. Rows. These figures that I gave you I checked with the Food 
and Drug Administration office here in Washington, so that they 
would verify and make sure that they were true. 

I said there were less than 1 percent of the drugs tested, of the 
erie drugs. They srt: that that was correct. I said that 
the violations of those tested were over 5 percent, and they informed 
me that that was correct too. : 

Dr. Buatr. I did not want our silence on that point to be taken as 
an indication of our acceptance of those figures as indicating the 
whole story. 

Those figures that you have recited are to our knowledge correct, 
but there are other aspects and other dimensions of the matter which 
can be brought out only by a detailed exposition of other data. 

Senator Harr. Mr. Clifford. 

Mr. Currrorp. No questions. 

Senator Harr. Mr. Chumbris. 

Mr. Cuumpnrts. I have just one point I want to bring out to you, 
Doctor. 

Tam not so sure you are familiar with our legislative processes. But 
in the instance that Mr. Dixon pointed out before about FDA going 
before Congress and aan for this authority, Congress studied the 
problem and Congress decided to give them just what they gave them. 

Mr. Dixon points out the opposition from the drug manufacturers, 
but I think Congress has passed laws many times with much opposi- 
tion from industry, and it has refused to pass laws sometimes with 
much consent from industry or opposition from industry. 
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Dr. Rowe. I think the passage of the 1938 food and drug bill was 
an example of that. I don’t know how long it took to get that through. 

Mr. Cuumerts. I have no further questions. 

Senator Harr. Dean, again thank you. 

Somewhere in your conclusion you commented on the fact that this 

roblem is a complex one. I am sure we all agree with you on that. 
Teese I am sorry that you had to stay over for so long. 

Tomorrow we will resume at 9:30 in the morning. We plan to hear 
the spokesmen for the USP and the spokesmen for the National Phar- 
maceutical Council. Iam hopeful that we can complete the testimony 
before evening, but in view of the schedule, I would indicate the like- 
lihood that if, because of the sitting of the Senate, it is necessary, we 
would plan to hold hearings tomorrow night. 

We are adjourned until 9:30 tomorrow morning. 

(Whereupon, at 9:20 p.m., the subcommittee adjourned until Fri- 
day, May 13, 1960, at 9:30 a.m.) 
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FRIDAY, MAY 13, 1960 


U.S. Senate, 
SUBCOMMITTEE ON ANTITRUST AND MoNopoty, 
OF THE COMMITTEE ON THE JUDICIARY, 
Washington, D.C. 

The subcommittee met, pursuant to recess, at 9:35 a.m., in the caucus 
room, Old Senate Office Building, Senator Philip A. Hart, presiding. 

Present : Senator Hart. 

Also present: Paul Rand Dixon, counsel and staff director; Peter 
N. Chumbris, counsel for the minority; Nicholas N. Kittrie, counsel 
for the minority; George E. Clifford, assistant counsel; Thomas C, 
Williams, attorney ; Dr. John M. Blair, chief economist; Dr. E. Wayles 
Browne, Jr., economist; Paul S. Green, editorial director; Gladys E. 
Montier, clerk. 

Senator Harr. The committee will be in order, 

The first witness today is Dr. Lloyd C. Miller. 

By way of introduction, Dr. Miller now is the director of revision 
of the United States Pharmacopeia. He has a B.A. in chemistry and 
a Ph.D. in biochemistry and pharmacology. From 1935 to 1950, he 
was in Government service, some of it with the Food and Drug Ad- 
ministration, and in pharmaceutical research with The Upjohn Co. 
and Sterling- Winthrop Research Institute. 

Have you been the director of revision since 1950, sir? 

Mr. Miter. Yes, sir, 

Senator Harr. He is a member of the ACS, the American Society 
for Pharmacology and Experimental Therapeutics, Biometric So- 
ciety, American Wieioseeadl Association, and he is a fellow and 
former councilor of the New York Academy of Sciences. 

With that introduction, Doctor, I am sure that the committee is 
delighted to have you. 

ou have a prepared statement which will be printed in full in the 
record. You may read it in full or highlight such parts of it as you 
care to. 

You may proceed, sir. 


STATEMENT OF LLOYD C. MILLER, DIRECTOR OF REVISION, UNITED 
STATES PHARMACOPEIA, NEW YORK, N.Y., ACCOMPANIED BY 
GEORGE BEAL, CHAIRMAN, AND ADLEY B. NICHOLS, SECRETARY, 
BOARD OF TRUSTEES, UNITED STATES PHARMACOPEIAL CON- 
VENTION 


Mr. Miri¥r. Thank you very much, Senator, for the introduction. 
It saves me the time. 
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I do have a prepared statement which, with your permission, I 
would like to read in full, and have it be made a part of the record. 

Senator Harr. This will be done. 

Mr. Miter. The United States sets up its standards of quality and 

urity for drugs in a unique way. In this, a large measure of reliance 
is placed upon the United States Pharmacopeia, which is a relatively 
concise compendium that has appeared regularly at intervals since 
1820. The Pharmacopeia, or U.S.P., as it is commonly called, pro- 
vides definitions and specifications of strength, quality and purity for 
drugs, including the necessary test procedures. It is prepared and 
published by a private, scientific, nonprofit institution that exists for 
the sole purpose of providing drug standards. 

The U.S.P. is revised entirely every 5 years, and the latest edition, 
the 16th revision, appeared in March of this year, and I have a copy 
herein my hand. Interim revision of the standards is effected by 
means of supplements. 

The object of a pharmacopeia was set forth in the preface of the 
1820 Pharmacopeia, and remains the same today. In short, the 
Pharmacopeia over the years has provided a list of those therapeutic 
substances that reflect the best practice and teaching of the healing 
arts and has endowed them, in published form, with standards of 
identity, strength, and purity that are creditable and firmly grounded 
on scientific fact. The fulfilling of this objective ever more completely 
in successive revisions has steadily increased the service rendered to 
the public and the health professions. 

The authority for the U.S.P. program rests within a corporation 

bearing the rather unusual title, “The United States Pharmacopeial 
Convention, Inc.” This corporation meets regularly every 10 years 
according to a plan adopted in 1820. The latest meeting, the 15th 
such decennial session, was held on March 29 and 30, 1960. 
- The convention is virtually recreated for each decennial meeting, 
although the organizations entitled to membership remain substan- 
tially the same. These include the 79 accredited colleges of medicine, 
the 76 colleges of pharmacy, seven agencies of the Federal Govern- 
ment, the State medical and pharmaceutical associations, and 12 na- 
tional professional associations and societies in the fields of medicine 
and pharmacy. Thus, a total of 277 were entitled to representation in 
the 1960 meeting held recently; of this number, 194 exercised their 
franchise by sending delegates. 

The proceedings of the 1960 meeting have not been prepared but 
copies of the printed proceedings of the 1950 meeting are being sub- 
mitted for the use of the subcommittee. 

The delegates are appointed to serve not only for the decennial 
meeting, which usually lasts only 2 days, but: for the entire 10-year 


period until the next.meeting. ‘The convention.confers its authority. 


upon an elected board of trustees and the elected officers of the con- 
vention, who function very actively during the 10 years between meet- 


ings. 
it is scarcely possible to emphasize too much how completely inde- 
pendent the convention is in performing its service to medicine and 
pharmacy in the interest of the public welfare. 
Lhe board of trustees consists of six elected members, two of whom 
represent medicine and two of the field of pharmacy, and’the remain- 
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ing two of whom are elected at large from among the convention 
delegates. The four officers of the convention, the president, vice 
president, secretary, and treasurer, likewise elected from and by the 
convention, all sit with the board of trustees, 

The members of the board and the officers have always been out- 
standing leaders in medicine and pharmacy, distinguished for their 
statesmanship and public-spirited contributions. 

At its decennial meetings, the convention, in addition to selecting 
the board of trustees and the officers for the ensuing decade and in 
addition to receiving reports on the pharmacopoeial program for the 
decade just ended, elects a committee of revision comprising 60 ex- 
perts, 20 from medicine and 40 from pharmacy and the allied sci- 
ences. This 1-to-2 ratio of representation between medicine and 
pharmacy has its origin in the changing character of the respective 
roles played by medicine and pharmacy in the first 100 years of the 
U.S.P.’s existence. 

The 60 members of the committee of revision are elected by ballot 
from 120 nominees, who need not necessarily be delegates to the con- 
vention, who are selected to provide every type of skill and knowledge 
required in the U.S.P. revision program. Thus, the committee in- 
cludes specialists in anesthesiology, cardiology, surgery, and other 
branches of medicine; and pharmacists, bacteriologists, analytical 
chemists, and other specialists in vavigds Drapishion of the actual prac- 
tice of pharmacy. The committee is organized into subcommit 
each charged with definite responsibility for some phase of the re- 
vision program. 

The committee on revision is drawn from the entire breadth of 
medicine and pharmacy. The members serve as individual experts 
and not as representatives of their respective institutions. 

Advisory boards of experts outside the committee of revision may 
be rae to consider special policy matters. Similarly, ad hoe 

anels of special consultants are ere from time to time for 
ighly technical advice on matters of more restricted interest. 
he U.S.P. Committee of Revision is responsible for drafting and 
revising the Pharmacopoeia, while the USP. board of trustees is 
mainly concerned with maintaining the legal and financial standing 
of the Pharmacopoeia. The board has broad jurisdiction over general 
U.S.P. policy,-relationship of the U.S.P. with other scientific and 
professional organizations, and matters having a bearing on the pres- 
tige of the Pharmacopoeia. 

It is literally true that the Pharmacopeia is under continuous re- 
vision to keep pace with medica] progress. The revision process con- 
sists of three phases. ‘The first is concerned mainly with the selection 
of the drugs to be recognized in the next revision; the second phase 
deals with developing the appropriate standards of strength, quality 
and purity and the tests that they require; and, finally, the third 
major effort is directed toward processing the manuscript and guiding 
it through the various stages of printing to ultimate publication in 
bound form. 

Since the value of the Pharmacopoeia lies in large measure in the 
selective list of drugs that it presents, the first phase of the revision 
receives most painstaking attention. It is mainly in the hands of the 
20 physicians elected to the revision committee, who are assisted by 

35621—60—pt. 2112 
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pharmacists fully familiar with the pharmaceutical forms of the drugs 

under consideration. The resulting list consists of those drugs and 

their dosage forms that are believed to represent the best practice and 

teaching of medicine. This selection process continues right up to 
ress time. Obviously, U.S.P. status is not accorded to every new 
rug developed. 

We come now to the second phase. While the selection phase is still 
proceeding, the U.S.P. subcommittees concerned with drafting the 
standards begin their work. Proposed or provisional standards are 
put to actual laboratory test under the supervision of a member of 
the U.S.P. Committee of Revision and the final standards are set 
accordingly. 

The work of the third phase, that of the actual publication, is 
shared as widely as possible by distributing proof copy to the entire 
revision committee and, in addition, to a large number of other sci- 
entific and technical experts. The comments thus received are taken 
into account in settling on the fina] text. The task of guiding the text 
through the various stages of printing is handled from U.S.P. head- 
quarters. 

The revision committee is alert to any need for new standards or 
revision of existing standards during the 5-year period during which 
each U.S.P. is affective, Interim revisions take one of two forms. 
For changes of relatively limited application and interest, interim 
revision announcements, in the form of releases to the pharmaceu- 
tical press, are issued, especially if prompt effectiveness is a consid- 
eration. For more extensive changes and for the publication of new 
monographs on drugs, supplements are issued; and each supplement 
includes also the entire content of all interim revision announcements 
released since publication of the main volume or of the previous sup- 
plement. Supplements are distributed without additional charge to 
each purchaser of a copy of the current Pharmacopeia, 

It often suffices, in explaining the J.S.P. revision program to lay- 
men, to say simply that its object is to insure that the three, letters 
“U.§.P.” will continue to be a mark of distinction, something like 
the letters designating an academic degree. 

Of the several roles filled by the Pharmacopoeia, that of providi 
regulatory agencies with enforcible standards of purity an srkaier 
often obscures the other essential functions. 

It is important that the U.S.P. possess the character of a legal 
document. As an “official compendium” under the terms of the Fed- 
eral Food, Drug, and Cosmetic Act.and the counterpart statutes of the 
States, all of its provisions must lend themselves to the unrestricted 
use of the regulatory agencies. This creates demands for clarity of 
context and freedom from ambiguity which frequently preclude 
conciseness. 

The Pharmacopoeia serves medicine in two ways. First, it gives the 
practicing physician his most effective voice in determining the quality 
of the drugs he prescribes. Second, it assists him by fasting those 
drugs that constitute, in the words of the first Pharmacopoeia, thera- 
peutic oceans “the utility of which is most fully established.” 

To fulfill these functions, the Pharmacopoeia must reflect with fidel- 
ity the best practices of medicine and pharmacy in providing stand- 
ards of purity and potency for drugs of established merit and neces- 
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sity. To this extent, the U.S.P. is a therapeutic guide the soundness 
of which is tempered only by that of the judgment of those who select 


the articles recognized. Yet, by its nature, the process of selection can 
scarcely be perfect, for no means have been found to insure, at least by 
the time of publication, that all drugs included are of equal merit and 
that no others equally meritorious are omitted. In view of today’s 
es progress in medical sciences, a varying degree of lag is inevi- 
table. 


It is equally important to recognize some of the things that U.S.P. 
status does not affect. For example, numerous U.S.P. articles are sub- 
ject to patent rights. 

The board of trustees long ago decided that the existence of such 
rights constituted no bar to U.S.P. recognition. In fact, the U.S.P. 
would be quite incomplete if patented drugs were left out. The U.S.P. 
listing does not modify patent coverage in any way, either here or 
abroad. The Pharmacopoeia does give notice, however, on the back of 
the title page that the inclusion in the Pharmacopoeia of standards for 
a patented or trademarked article does not convey any right or privi- 
lege protected by the patent or trademark. 

he term “U.S.P.” acquires its greatest significance from the pres- 
tige of the organization behind it. This is doubtless enhanced im- 
mensely by the knowledge that the U.S.P. standards are enforced by 
the Food and Drug Administration. 

U.S.P. purity standards are minimums, or floors beneath which the 
level of purity may not fall. Thus, U.S.P. aspirin must be not less 
than 99.5 percent pet by actual assay. 

Not infrequently, advertising claims are made to the effect that an 
article “is better than U.S.P.” What is meant, of course, is that it 
assays above the U.S.P. minimum. Because of such claims, the gen- 
eral notices pertaining to all U.S.P. standards specifically state that 
the minimum purity tolerances specified for pharmacopoeia] articles 
other than dosage forms are established with a view to the use of the 
articles as drugs. Such limits do not bar the use of lots of an article 
which more nearly approach 100 percent purity nor do they constitute 
a basis for a claim that such lots “exceed” the pharmacopoeial quality. 

Some U.S.P. limits are maximums, as, for example, the limit on 
the time required for a tablet to disintegrate under specified test 
conditions. For instance, the maximum disintegration time permitted 
under the present U.S.P. standards for aspirin tablets is 15 minutes. 
The important point, nevertheless, is that aspirin tablets that disinte- 
grate in as little as 2 to 3 seconds are still U.S.P. tablets. 

Since 1906, the U.S.P. has been recognized by Federal statute as 
an “official compendium.” As such, it provides the standards of 
strength, quality, and purity for the articles that it describes and 
defines. ese standards constitute the basis for enforcement of the 
Food, Drug, and Cosmetic Act in respect to drugs moving in inter- 
state commerce. The U.S.P. serves the same purpose for enforcement 
of the counterpart legislation at the State level. 

This role of the U.S.P. in providing a base for law enforcement 
is not generally regarded as a delegation of legislative power by the 
Congress. This view was most recently upheld in 1953 by the Su- 
preme Court of the State of Wisconsin. The role, however, is obvi- 
ously in keeping with the separation of legislative, executive, and 
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judicial functions that is so. firmly established in our form.of gov- 
ernment. Because the U.S.P. is available, the Food and Drug. Ad- 
ministration, for example, is not obliged to make regulations which 
later it must. enforce. - 

It, is essential to point out.a very important limitation on the au- 
thority given the U.S,P. under this arrangement. This is that the 
U.S.P. standards apply. only to articles intended for use as drugs. 
The use of a U.S.P. title or synonym brings an article squarely within 
the scope of the standards. 

Drugs selected for recognition in the U.S.P. are described under 
their respective nonproprietary or generic names. With rare excep- 
tion, these names have been in use for months to years, so that the 
US.P. revision committee has the rather restricted option of taking, 
as the U.S.P. title, the name already in use or else changing it. The 
latter alternative is scarcely attractive in view of the confusion that 
is bound to result even if the name seems to be quite unsuitable for 
any one of a variety of reasons. 

Actually, the United States lacks any very specific official pro- 
cedure for assigning nonproprietary names to drugs. 

The U.S.P. maintains permanent headquarters in the Pharma- 
copeia Building, at 46 Park Avenue, in the Grand Central area of 
New York City. The headquarters property was purchased in 1949 
largely through generous response to a once-in-a-lifetime appeal for 
financial contributions, and is now maintained out of current income. 
The Sharmaconels Building houses the small permanent staff that 
directs the U.S.P. program and provides space for the numerous con- 
ferences necessary to working out problems of drug standardization. 

The U.S.P. staff consists of three persons who have scientific train- 
ing in pharmacy or the allied sciences and a secretarial staff of three 
to four persons. 

The funds required to finance the Pharmacopeial program are de- 
rived mainly from the proceeds of sale of the Pharmacopeia. The 
price per copy has always been set to return only enough to meet 
conservative estimates of the expenses of the revision program. 

It has been possible to keep the price low because a substantial 
part of the true cost of the program is contributed voluntarily by 
physicians and other scientists located over the entire country. The 
physicians include both private practitioners and physicians engaged 
mainly in teaching or research. The other specialists are engaged 
variously in teaching, retail or hospital pharmacy, or in one or more 
phases of producing drugs. Finally, a considerable amount of wel- 
come help is received from Government scientists, both here in the 
United States and in Canada. Yet no tax money has ever been ear- 
marked for U.S.P. revision. 

It will be clear from these brief comments on the financial structure 
of the U.S.P. revision program that careful stewardship is obligatory. 
Nevertheless, the U.S.P. convention is proud of what it accomplishes 
through the cooperative efforts of the professions of medicine and 
pharmacy and the Government in behalf of the public health and 
welfare. : 

Thank you very, very much. 

Senator Harr. Doctor, there was just one thing that occurred to 
me, and this advertises what has been obvious all through the week. 
I am one of these laymen you commented on. You used the words 
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“strength, quality, and purity of drugs.” Is there a readily available 
definition so that I'and those of us reading the record who do not have 
the professional background can better understand what you mean 
when you talk about evaluating the quality and how that is to be 
distinguished from strength, and how purity is distinguished from 
quality and strength? ; 

Mr. Miuuer. Those three terms are so closely interrelated that it is 
difficult to define one apart from another. Actually, they probably 
originated sometime prior to 1906 when the first Food and Drug Act 
was written. 

They have been carried over into the present act of 1938, and those 
of us in the drug standards field have come to use them almost as a 
single, interrelated term. 

trength obviously has to do with the potency, which might be 
considered a characteristic of purity, and yet quality can’t be sepa- 
rated from purity, because contaminants can affect the quality. 

I think I made it plain that the terms, themselves, are difficult to 
separate one from another, and taken together they do describe the 
desirable attributes of a drug. 

Senator Harr. One reason for my asking the question is that in- 
creasingly this week we have had impressed upon us the necessity, 
if there is a generic prescription practice that is to be expanded, that 
ea be assurance that what is being provided by the pharmacist is 
safe. 

When we read the testimony, these people are talking about safety. 
Are we to understand that in order that a drug be safe, that it not 
alone be pure, but that it also have the quality you are talking about? 

You see, this is the difficulty in the use of the words we have heard 
this week. 

Mr. Mituer. Yes. Safety in connection with drugs can be looked 
upon in two ways. 

First, there is the safety that comes from lacking a toxic element, 
let us say. Then there is the safety which comes from a drug’s ful- 
filling the role that is expected of it. Obviously, if a drug were be- 
low potency, if it were substandard, it would be unsafe in the sense that 
a physician depending upon it for an expected effect would not get 
that effect, and therefore his patient would suffer because the drug he 
had used was substandard. 

Senator Hart. That is helpful. 

Would I understand your testimony correctly if I concluded that 
you exercise a judgment in selecting and eliminating from the avail- 
able field of drugs, you select and include in your document those 
drugs which you think most efficacious, generally most useful and 
helpful, and having made that selection, you, then to use the auto- 
mobile analogy, say that it must have eight cylinders, four wheels, two 
spares, and so on. 

Having made those two determinations, would the committee be 
correct in understanding that any article that, in fact, has that mini- 
mum can be said to be, for medical purposes, the equivalent, the same 
as anybody else’s article with eight cylinders, four wheels, and so on? 

Mr. Mixer. If you will permit me to take your analogy just a little 
further, I may be able to give you an answer “Yes.” 
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Let us say that those eight cylinders develop a minimum pressure 
per cylinder as might be measured by a suitable gage and that those 
cylinders all fire as a properly SUROROO ENE ine would fire. 

And let us say that other similar standards-were met in this car. 

Then, I think, with certain reservations that possibly physicians 
might want to allow for, that drugs meeting those minimum standards 
would be equivalent. 

Senator Harr. Thank you very much. 

Mr. Dixon? 

Mr. Drxon. On that point that the Senator was discussing with 
you, from your statement I would assume that when the revision com- 
mittee does its job and considers a drug product and decides that a 
generic classification should appear in the Pharmacopoeia, it makes 
that decision and then I assume in making the decision, doctor, you 
have established what you stated as tolerances. You have also, have 
you not, established certain procedures, certain empirical tests by 
which it could be determined whether or not any given manufacturer’s 
product meets the tests that were established before you list it in the 

harmacopoeia ? 

Do I make myself clear to you ? 

Mr. Mitixr. I am afraid you don’t, sir. 

First of all, I am not sure what you mean by your expression 
“generic classification should appear in the Pharmacopoeia.” I am 
not used to using that term in that way. 

Mr. Drxon. Before you include a eee in the Pharmacopoeia, there 
is some decision that has to be made, does it not, to include it or not 
include it? 

Mr. Mier. Yes. That isa medical decision, you see. 

Mr. Drxon. That is done by the 20 doctors, I would assume? 

Mr, Miter. Yes. 

Mr. Dixon. When that decision is made, what is it predicated upon ? 

Mr. Miter. It is predicated upon that drug’s having established 
itself in the hands of physicians as fepresenting, in terms that seem 
to be usually understood, the best practice and teaching of medicine. 

Mr. Drxon. After that is done, do you establish any criteria to guar- 
antee or to indicate that a given manufacturer, if he chooses to use 
U.S.P., follows the standard that is established ? 

Mr. Mirier. Once the selection has been made, and once we succeed 
in writing what our experts consider to be creditable standards for 
this particular drug or any particular drug, and it appears in this 
published form, then all lots made of that drug, purporting to be that 
drug, must meet our standards, 

Mr. Drxon. That is under the law, isn’t it? 

Mr. Mituer. Yes. 

Mr. Drxon. In other words, once you have established it, anyone 
that elects to make the product must meet the standard; isn’t that cor- 
rect, sir? 

Mr. Miter. Must—within the limits of the checkup system that we 
have within this country. We in the Pharmacopoeia have no police 
power whatsoever. That, I am sure, is clear in your mind. 

The “must” means that someone sees to it that the standards are 
met, and that someone, of course, is the Food and Drug Administra- 
tion, and they do their best within the limitations of their inspection 
service and testing service. 
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Mr. Dixon. Any product that is put on the market must meet U.S.P. 
tests, should it not? 

Mr. Miter. The law says the product must meet the tests. 

Mr. Drxon. That is my point. 

Mr. Murr. Yes. If that is what you mean by saying they must 
meet them, I can agree by saying that the law says that they must meet 
them. 

Mr. Dixon. Would you give usanexample? We have heard a great 
deal about prednisone. Take the generic classification of prednisone. 

Mr, Mitier. Yes. 

Mr. Dixon. Did the doctors decide to list prednisone in the United 
States Pharmacopoeia—the 20 doctors that you have mentioned of 

our 60? 
m Mr. Mutter. You are asking: Is prednisone a U.S,P. drug? 

Mr. Dixon. Yes. 

Mr. Mituer. The answer is “Yes.” 

Mr. Dixon. That was decided by these 20 doctors? 

Mr. Mutter. Yes. 

Mr. Dixon. After that decision was made, what was the next step? 
Will you take us through these steps of the Pharmacopoeia ? 

Mr. Mitier. Yes. Thenext step, as I have indicated in my prepared 
statement, was that qualified chemists on our committee of revision 
undertook to provide what are considered to be creditable standards 
for purity, strength, and quality for prednisone. 

r. Dixon. Would you read us the standards for prednisone? 

Mr. Mitier. Are you sure that you want me to read the full page 
of fine text ? 

Mr. Dixon. You can read what you wish. 

Mr. Miturr. It appears in print here, page 571 of U.S.P. XVI. 

Mr. Drxon. Go ahead and read it. I think it would be very edu- 
cational, 

Mr. Mirter. I have never done this before in circumstances of this 
kind, but I would be very glad to doit. I am afraid that the reporter 
i have some difficulty. 

he title of the drug is prednisone. An asterisk refers to a foot- 
note which indicates that the drug is subject to patent rights and re- 
fers to a notice in the front of the book which has something to say 
about that. 

On the second line of this monograph we have two chemical names, 
because this is a rather complicated molecule and there happen to be 
two systems of chemical nomenclature. The first, spoken of as a 
trivial chemical name, is delta-1-dehydrocortisone. The full chemical 
name, according to systematic chemical nomenclature, is 1,4-preg- 
nadiene-17 alpha, 21-diol-3,11, 20-trione. 

Now to chemists that characterizes the chemical nature of this com- 
pound, and that is supplemented, then, in our monograph by the 
presentation of what we speak of as a graphic formula, a picture of 
what is the chemical makeup of this drug. 

The molecular weight is given as being 358.44. The first subhead- 
ing in this monograph is, “Description.” 
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Prednisone occurs as a white to practically white, odorless, crystalline powder. 
When tested by the method for class Ia, page 925— 


and that refers to where the details of this test are given— 
it melts at about 225° with some decomposition. 
Under the heading, “Solubility,” the monograph has this to say: 


Prednisone is very slightly soluble in water. One gram dissolves in about 
150 ml. of alcohol and in about 200.ml. of chloroform. Pretnisens is slightly 
soluble in methanol and in dioxane. 


Then there follow, under “Identification,” three tests which are 
given under subheads A, B, and C. 
Under A, the test is: 


Dissolve about 2 mg. of prednisone in 2 ml. of sulfuric acid, and allow to stand 
for 5 minutes: an orange color is produced. Dilute the solution with 10 ml. of 
water: the color changes first to yellow and then, gradually, to bluish green. 


Under B: 


The infrared absorption spectrum of. a potassium bromide dispersion of pred- 
nisone, previously dried at 105° for 3 hours, exhibits maxima only at the same 
wavelengths as that of a similar preparation of U.S.P. Prednisone Reference 
Standard. If a difference appears, dissolve portions of both the sample and 
the Reference Standard in a suitable solvent, evaporate the solutions to dryness, 
and repeat the test on the residues. 


Then under C: 


The ultraviolet absorption spectrum of a 1 in 100,000 solution of Prednisone in 
methanol exhibits maximums at the same wavelengths as that of U.S.P. Predni- 
sone Reference Standard, similarly measured, and the respective absorptivities, 
calculated on the dried basis, at the point of maximum absorbance occurring at 
about 239 millimu, do not differ by more than 2.5 percent. 


“Specific Rotation,” with the page reference to the section that gives 
dant. Pp ’ pag g 


The specific rotation of prednisone, calculated on the dried basis, determined 
in a solution in dioxane containing 100 milligrams of prednisone in each 10 
milliliters, is not less than +167° and not more than +175°. 


“Loss on Drying,” with the specific page reference: 


Dry Prednisone at 105° for 3 hours: it loses not more than 1 percent of its 
weight. 


“Residue on Ignition,” with the page reference: 
The residue on ignition from 100 milligrams of prednisone is negligible. 
“Related Foreign Steroids,” with the page reference: 


Proceed as directed in the first two paragraphs of “Procedure Under Foreign 
Steroids Test’’— 


which is given in the back of the book and isa general test— 


using the following solutions : The test preparation of prednisone, the full strength 
reference preparation of prednisone, and the diluted reference preparations of 
cortisone and hydrocortisone. Remove the paper, dry it for 1 minute, and con- 
tinue the chromatography in a type 2 chamber containing mobile solvent No. 5. 
Allow the solvent front to ascend to the top line of the paper (at 25° this requires 
approximately 4 hours), then proceed as directed for “Procedure Under Foreign 
Steroids Test,” beginning with “Remove the completed chromatogram”: Predni- 
sone meets the requirements of the test. 


Then under “Packaging and Storage” 


Preserve prednisone in well-closed containers. 
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Then, finally, under the heading “Category,” itis identified as: 


Adrenocortical steroid (glucogenic type). The usual dose is 5 milligrams two 
to four times a day, reduced to maintenance dose after 2 to 7 days, and the 
usual dose range is 5 to 80 milligrams daily. 


That is the monograph that appearing in U.S.P. XVI for predni- 
sone. 

Mr. Dixon. Doctor, I know that is tedious, but I asked you to read 
it because I thought it would illustrate the tremendous amount of con- 
sideration and work that the United States Pharmacopoeia must go to 
in establishing and listing prednisone. This certainly, if I understand 
your testimony, is the type of standard and the type of test, you might 
say, that is readily available to the Food and Drie Administration 
and to State bodies to follow in order to determine whether a given 
manufacturer’s prednisone product does meet the U.S.P. standards. 
Am I correct in that summarization ¢ 

Mr. Miuirr. Yes; you are. 

Mr. Drxon. If a manufacturer, whoever he may be, chooses to 
manufacture prednisone and he puts on his label that he meets the 
U.S.P. standards, what should that connote? 

Mr. Mitter. Simply that he does meet the U.S.P. standards. 


oT Drxon. Subject to all those tests that you have just read to 
u 


8 
Mr. Mitirr. Yes. 

Mr. Drxon. If it were subjected to those tests, it would measure up 
to the tests, would it not? 

Mr. Miuter. Yes. 

Mr. Drxon. Regardless of who made that product. It certainly 
could be implied that if they did not meet those criteria that you have 
read, they would be in violation of the statute as we understand it? 

Mr. Miter. Yes. 

Mr. Drxon. Isn’t that correct? 

Mr. Mitter. They would be in violation ; yes. 

Mr. Dixon. Tell me this: I have the definite recollection and im- 
pression of witnesses who appeared here, and others from outside 
sources that I have talked to, that merely representing that a product 
meets U.S.P. standards doesn’t mean anything; that it means nothing 
in effect as a phrase. 

What do you have to say to that ? 

Mr. Mutter. Well, I would say, first of all, that we would take issue 
with them until we knew what they meant by that statement. 

I would assume they might be saying, in effect, that for reasons that 
are certainly beyond USP. control that the enforcement of the laws 
that check up on how well these standards are complied with is handi- 
capped in one way or another, so that there is, let’s say, a lapse in 
meeting them through human frailty or other characteristics that we 
humans fall heir to. 

Otherwise, I would say that the statement was completely 
unfounded. 

Mr. Drxon. Last night we reviewed with Dr. Modell a booklet put 
out by the National Pharmaceutical Council entitled “24 Reasons 
Why B Prescription Brand Names Are Important to You.” I just 
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pick at random one of them, the 10th reason in this little booklet, which 
is under the heading “Quantity of Active Ingredient.” 

It says here: 

For certain official (U.S.P. or N.F.) products a minimum and maximum per- 
centage of active ingredients is permissible. 

Suppose, for instance, the range for a particular tablet is 90 to 110 percent 
of the claimed amount of the active ingredient. In compounding, a conscien- 
tious manufacturer may adjust his formula to offset unavoidable variations in 
compounding and deterioration so that the end product will not be less than 
100 percent of the amount declared on the label. 

Now, as stated earlier, we are not here concerned with economics. Yet, it is 
obvious that a manufacturer who meets only the minimum requirements can 
produce drug products at a lower cost. Producing a tablet with 95 percent of 
the claimed amount of the active ingredient instead of, say, 102 percent of the 
claimed amount, costs definitely less. 


The 10th reason further says: 


The temptation for unscrupulous manufacturers to meet only minimum specifica- 
tions is ever present—at the expense.of the public and with the risk of unfavor- 
able effects on public health. : 

That, to me, means that if they meet, the minimum standards of 
U.S.P., there is perhaps a danger to public health. Do you agree 
with that? 

Mr. Miter. Well, I would like very much to have heard Dr, 
Modell’s answer to that inasmuch as he is one of the 20 physicianson 
our committee of revision. ' 

If it were his view that this represented a danger to public health, 
I would expect that he would transmit it to me in no uncertain terms 
He is that kind of individual. 

Mr. Drxon. I assure you he didn’t disagree with you. 

Mr. Miruer. I will expect to hear from him very shortly then to 
put his view on record. 

Mr. Drxon. Aren’t these tolerances established by U.S.P. so that 
if any given manufacturer is within those tolerances it is an adequate 
dosage? Isn’t that right? 

Mr. Miter. That is the view of the U.S.P. Committee of Revision, 
and asa pharmacologist I believe that you can make a case for the view 
that the tolerances are not so wide that the difference is of great medi- 
cal significance. 

Mr. Drxon. From time to time we understand that the Pharma- 
copoeia drops drugs as no longer representing the best practice and 
teaching of medicine. Do the companies whose drugs have been 
dropped complain to you or to the Pharmacopoeia ? 

Mr. Miter. Occasionally, they seem to be a little unhappy about it. 

Mr. Drxon. Why should they complain if they really believe that 
U.S.P. means nothing ? 

Mr. Miter. Well, we like to think that they attribute some prestige 
to U.S.P. status. Of course, we point out immediately that it is the 
practice of the committee of revision of the National Formulary, 
which has equal legal standing under the Food, Drug, and Cosmetic 
Act, to pick up for at least a 5-year period all drugs dropped by the 
a and to provide standards for them for at least this 5-year 

eriod. 
: We certainly don’t take the position ourselves that moving a drug 
from the U.S.P. to the National Formulary constitutes a loss of 
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prestige, but you might interpret this unhappiness on the part of a 
relatively few manufacturers who would prefer that their drugs con- 
tinue in the U.S.P., as feeling that maybe there was some slight dif- 
ference in the prestige of having their drug recognized in the U.S.P. 
4s against the N.F. 

I dare say—and perhaps I shouldn’t — now for the National 
Formulary—but to draw the analogy still further, there is probably 
some unhappiness expressed when the drug is dropped entirely by 
both the U.S.P. and the N.F. 

Mr. Dixon. We have heard a great deal here about how a drug gets 
its name. Will you give us your understanding as to how a drug 
gets its generic eine What are the steps involved as you under- 
stand it? What is the role played by all of the various bodies and 
particularly the Pharmacopoeia ? 

Mr. Mixer. First of all, we prefer to use the term “nonproprietary 
name” for reasons that have been very nicely put in a Eee by 
Dr. Stecher. I have some 20 copies of the reprint of the article. 

If you would like to make those available to your record, I will put 
them aside and hand them in later. 

Senator Harr. Doctor, based upon your explanation of the article, 
I think it would be helpful if it was added to the record. It will be 
assigned exhibit No. 399. 

(Exhibit No. 399 may be found on p. 11783.) 

Mr. Miter. So much for my using that as an explanation of why I 
prefer the term “nonproprietary” over “generic.” 

Mr. Drxon. If I use the term “generic,” will you understand ? 

Mr. Mixer. I will understand it perfectly. 

Mr. Drxon. We have gotten into the habit of referring to “generic” 
and I will understand it to be synonmous with “nonproprietary.” 

Mr. Cuvumeris. Doctor, are “generic name” and “nonproprietary” 
synonomous? I mean, let’s not confuse the record, because we have 
been using “generic name.” Let’s define it. Are “generic name” and 
“nonproprietary” synonomous ? 

Mr. Miter. If you look at the two words, we feel that the term 
“nonproprietary” 1s considerably more specific and precise for what 
we mean by or intend to mean by the two terms. 

As Dr. Stecher points out: 


The term “nonproprietary” is more accurate and descriptive. 


Perhaps it would be well to read into the record here if you would 
like these few lines: 


The adjective “generic” obviously comes from the Latin word “genus” and 
suggests classification into genera as is the practice in botany and zoology. 
Actually the term is a misnomer as used in the drug field. The generic name 
does not relate to a class or genus of drugs; it denotes a single drug. Generic 
here is taken as opposed to specific. Specific applies to the trademark (also 
called brand or proprietary name) which is specific to one sole owner, while 
the generic name is nonproprietary. The term “nonproprietary” is more accurate 
and descriptive, but “generic” sounds better, is shorter and easier to pronounce—- 
and so will probably stay with us for a long time to come, although it is a 
contradictory term. 


And so much for the explanation between the two. So, in actual 
use, I think, Mr. Chumbris, the average person considers the terms 
synonomous, but I feel that we need the term “generic” for its true 
use; that is,a family name. Vitamin D, vitamin A, are generic family 
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names, because we have several members, active compounds, of those 
families, and it is regrettable that the name has come into use as it 
has, and we can’t use it in the specific sense. 

Then, of course, as you know, it has other connotations that we think 
are avoided by the use of “nonproprietary.” 

Mr. Cuumpris. I don’t want to be technical, but for the record 
would “nonproprietary” encompass more than generic terms for our 
purposes of this hearing? 

Mr. Miuier. I think it would encompass a little less, really. 

Mr. Cuumenris. It would encompass a little less? 

Mr. Miner. Yes. 

Mr. Krrrrm. The word, as it is understood, could it encompass 
chemical names? Chemical names are nonproprietary, too, but you 
limit—— , 

Mr. Mier. Yes, it could encompass chemical names, but, there 
again, though, a chemical name is a different sort of name. 

Senator Harr. Would this help? In your original statement you 
said in selecting U.S.P. titles—and'I quote you— 


Drugs selected for recognition in the U.S.P. are described under their respective 
nonproprietary or generic names. 


Mr. Mriuer. Yes. 


Senator Harr. So that for purposes of this record, in response to 
the question of Mr. Dixon, we are to understand that “nonproprietary” 
or “generic” is the same, based upon your own opening statement. Is 
that a fair conclusion ¢ 

Mr. Miiter. Yes. I think it would be drawing very fine lines to try 
to make a distinction between them. 

Senator Harr. I am glad to hear that. We are having difficulty 
enough establishing in our own minds what the one word means. 

Mr. Drxon. Doctor, if you can recall my request-——— 

Mr. Miuuer. I am afraid I can’t, sir. 

Mr. Drxon. My original question to you was: Would you describe 
the manner by which a drug gets its generic name? 

Mr. Miuuxr. Yes. 

Mr. Drxon. Including the role played by the various organizations, 
and specifically the role played by United States Pharmacopoeia ? 

Mr. Mitier. You have to go back almost to the time when a chem- 
ical substance exists on a chemist’s bench in some laboratory ; usually 
a laboratory of the pharmaceutical industry. 

At that time it 1s identified by a code name, as a rule, or a code 
number. The chemical then—it 1s not yet a drug in the true sense— 
is subjected to pharmacological testing and other sorts of testing which 
reveal let us say, evidence of potential usefulness as a medicinal agent. 

When these properties, these desirable properties, are discovered, the 
drug—let’s still call it the chemical agent—then is carried on to a 
point of verag) Ta a very cautious and careful way on patients. 

From there, those tests show that this compound, which is still gen- 
erally known only by a code name, has enough promise to be intro- 
duced as a drug. 

Then a name is needed which can be used to describe it in the medical 
and scientific literature. As a rule, the chemist who synthesized it is 
consulted on this, and his suggestions for the name are sought. 
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Then the opinions of others come to bear on it, and by that time the 
company which is sponsoring this drug is very likely to write the 
American Medical Association somewhat along this line, and say: 

“We would like to propose for the compound (identified by its 
chemical name) this name (which they specify) as a nonproprietary 
or feneric name.” 

he Council on Drugs of the American Medical Association is 
asked to give its opinion of the proposal, and if it so desires, it 
adopts that name for the use within the council and, hopefully, for 
use in the United States. 

The council, then, in taking this action, requests permission to 
transmit this adopted name to several agencies, including the United 
States Pharmacopoeia. As a result, we are given a period of 3 weeks 
in which to express a view on it, and after that time the name becomes 
final in the view of the AMA Council. 

Then, from that time on, that name is associated with that drug in 
the publications in the scientific literature, medical, pharmacological 
and chemical. 

Then if the drug actually goes on the market, which is not certain 
even yet at that time, the selected name will be associated with it 
in the labeling, in the advertising of the drug, usually in fine print 
some place in the advertisement or in parentheses on the label of the 
drug in commerce. 

ow, I haven’t still gotten to where the U.S.P. comes in. We have 
entered this picture up to now only as one invited to comment. We 
do comment occasionally, but, actually, I must confess, recently we 
have not been set up to give as much consideration as might be ex- 
pected of us, in view of what happens later. 

Now, what happens later ‘is: Assuming this drug is introduced to 
the market, and is, we will say, a very “successful drug,” in quotes, 
in that it becomes established enough to be recognized by our com- 
mittee of revision as worthy of U.S.P. status. Then we, in putting 
it in the Pharmacopoeia, are virtually obliged to use the name that 
has been in use, because as I indicated in my statement, if we were 
to take another one at that stage, very considerable confusion would 
result. So that it is at that point that the nonproprietary name be- 
comes a U.S.P. title. 

Mr. Drxon. Doesn’t that all boil down to the fact that basically 
a generic name is chosen by the drug company in most cases? 

r. Mitier. Yes. 

Mr. Drxon. We had several examples by Dr. Wilson, the dean of 
the School of Pharmacy of Oregon State College, the other day. He 
pointed out a great number of products that have more than one 
generic name. I pick just at random a product that we talked a 
little about and I am going to try to pronounce the name. I think it 
is Acetaminophen. 

Mr. Mriuer. I happen to have a copy of Dr. Wilson’s talk. 

Mr. Drxon. Under Acetaminophen is listed seven other generic 
names for this drug, not.trade names or proprietary names, but gen- 


eric names for Acetaminophen, which might appear to be chemical 
names. 


Mr. Mriuer. Yes. 
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Mr. Dixon. How does the Pharmacopeia resolve such a situation as 
that? Do you list all seven of them ? 

Mr. Mier. No, no. We would ask our qualified chemists to pick 
out those that are obviously chemical names here, I would say that 
four of these seven are close approximations to the systematic chemical 
name. 

We would pick the one that corresponded to the system of chemical 
nomenclature adopted by the Chemical Abstracts, which, I think, 
everyone considers as the accepted system for this country, because it 
agrees with the Geneva Convention for International Nomenclature. 
So three of those names would fall by the wayside in our book as not 
being true chemical names. 

Mr. Dixon. You would list one, and then having listed one, I 
would assume the Pharmacopeia would be inclusive, would it not 4 

If it is listed as Acetaminophen in the Pharmacopeia, that. would 
be, of course, the generic term for the Pharmscopsia, inclusive, of 
course, with these other seven names, would it not! 

Mr. Miter. I am afraid I don’t grasp what you mean by “inclu- 
sive.” 

Mr. Dixon. Once you have selected the name for the Pharmacopeia, 
it is not binding on the manufacturer to follow that, is it? He can 
go right on and call his product APAP generically, could he not? 

Mr. Mitier. Yes; he could. There is no requirement, and certainly 
we can’t make him use the U.S.P. name. I shouldn’t presume to read 
the Food, Drug, and Cosmetic Act to you, sir—but it contains the 
term, “the common or usual name of the drug,” and I was once in the 
Food and Drug Administration. 

That was a long time ago, but I recall that at that time it was not 
considered to be terribly important, as long as the name was under- 
standable, which name was used for the common or usual name. 

Mr. Drxon. In making his point, Dr. Wilson said this was most 
undesirable and confusing. Would you agree it is confusing to have, 
say, Six or seven generic names for the same drug ? 

Mr. Mruter. I think you could hardly disagree with any statement 
that, when you have got six or seven ditterent names for one thing, 
there is bound to be confusion. In this world, any confusion is re- 
grettable. 

Mr. Drxon. In the use of trade names or proprietary names, there 
are many more names for the same drug. 

Mr. Mixer. But each of those trade names is associated with a com- 
pany, so that it has a specific connotation with respect to that company. 

Mr. Drxon. Let’s see if I understand you there. Now, an example 
also was given to us of phenethicillin, which has several generic names 
and about five or six trade names. 

Mr. Muter. Is that one of Dr. Wilson’s examples, too? 

Mr. Cuumertis. That is Dr. Modell. 

Mr. Miter. Was it Dr. Modell? 

Mr. Drxon. Dr. Modell said: 


Within the last few weeks a new form of penicillin, which may well prove to 
be advantageous, with the nonproprietary name of penethicillin was introduced 
on the market simultaneously at least under six different proprietary names, 
Alpen, Chemipen, Darcil, Dramcillin-S, Maxipen, and Syncillin. 
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Dr. Wilson pointed out that it has three different generic names. So 
there are five or six trade names and three different generic names for 
the same drug. 

Mr. Miuier. Well, let’s look at those names. 

The one which Dr. Wilson lists in the last line of page 14 may be 
regarded as a code name, which I mentioned earlier. That undoubt- 
edly was the name that the chemists used in their early work with 
this new compound. 

Ordinarily, that would be abandoned—it probably already has been 
abandoned for any future use. 

Now, the next one is phenethicillin potassium. That, I would ven- 
ture to predict, is the name that is going to stick with that compound, 
as its nonproprietary name, and if this compound were to be recog- 
nized in the next issue of the Pharmacopoeia, or added to the present 
one by Supplement, that, I would predict, would be the U.S.P. title. 

Now, the last one, alpha-phenoxyethyl penicillin potassium, com- 
pares fairly closely to a chemical name. Kt least, it would describe 
to a chemist the kind of a molecule that this new penicillin is. 

Mr. Drxon. The point that should be made is that companies that 
are listed here are all using three different generic names, as a common 
or official name, and they are all using a separate trade name. 

Mr. Miuurr. Yes, 

Mr. Drxon, For their product, 

Mr. Mituer. Well, a separate trade name, of course, is consistent 
with practice, because it identifies it with the company that is putting 
it out. Now, as regards the nonproprietary seme t would assume that 


relatively soon it would settle down to this one which I would regard 


as a true nonproprietary name, phenethicillin potassium. 

Mr. Dixon. Your compendium would certainly be available pe- 
riodically to the practicing physician, would it not ? 

Mr. Mitier. Yes. We wish more physicians had it. 

Mr. Drxon. It has been represented, of course, here, during the 
course of these hearings that for various reasons trade names are 
more desirable than generic names. If the quality of a brand name 
padi were, in fact, superior, why isn’t it logical procedure, then, 

or ve U.S.P. to list the products by trade name, rather than generic 
name 

Mr. Miter. There are many very good reasons for not doing that. 
One is that we would have difficulty choosing which trade name this 
article was to be listed under; and it would hardly work, I am sure you 
would agree, to have a different monograph for each trade name. 
That is one reason we can’t do it. 

But there is another very much more compelling reason, and that 
is the existence of our trademark laws. I am sure you are familiar 
with what is called the Lanham Act, under the terms of which the 
trademark becomes a very valuable piece of property. 

Were we to use the trade name in what is considered to be a quasi- 
legal compendium, the property rights to that trade name would be 
seriously jeopardized. 

Mr. Dixon. But this point has been made here—and in the con- 
text of your testimony this morning—even after U.S.P. has gone 
through this tedious procedure and examination, set up the stand- 
ards and tests that must be met, and lists in the compendium the ge- 
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neric product, such as prednisone that we have talked about—even 
though that has been done, nevertheless manufacturers choose to pro- 
mote their products by trade name. 

Last side, the dean of the Michigan School of Pharmacy stated 
that in his opinion the only thing that doctors, or consumers as far as 
that is concerned, can rely upon today in a drug product is the reputa- 
tion and integrity of the manufacturer, in spite of all these standards 
and tests, and even though the food and drug law states that no one 
can say that he meets U.S.P. standards unless he does meet those 
standards. 

As you have described those standards, you have stated that they 
include strength, quality, and purity, and even though a manufacturer 
puts his product on the market and represents that he meets U.S.P. 
standards on the label, the only a the doctor can actually rely 
upon is the integrity and reputation of a drug manufacturer. 

Would you agree with that, sir? 

Mr. Mitier. I wonder, sir, if that isn’t a question that isn’t best 
answered by the agency that is responsible for enforcing the U.S.P. 
standards. 

Mr. Dixon. We will certainly ask that, sir. 

Now, Dr. Blair has some material on the points we have talked 
about that I think should be made a part of the record. 

Dr. Buatr. Mr. Chairman, this material relates to the charge we 
have frequently heard: that meeting U.S.P. standards really means 
very little, if anything. 

Behind that charge is the assumption that the way in which the 
tablet is put together, the excipients used, the method of compound- 
ing, all may be of such a character that even though the chemical sub- 
stance in the pill does meet U.S.P. standards, the pill, itself, falls 
short of what would be regarded as desirable for human use. 
aoe acquainted, I presume, with that type of argument, Dr. 

iller ? 

Mr. Mirier. Yes. 1 

Dr. Buatr. Now, in order to obtain some factual information on the 
extent to which products that do meet U.S.P. standards, nonetheless 
for other reasons do run afoul of the Food and Drug Act, the chair- 
man of the subcommittee addressed a letter to Commissioner Larrick 
of the Food and Drug Administration on February 3. He asked, 
among other things, for a listing of actions brought during the last 
5 years by the Food and Drug Administration against products which 
did meet U.S.P. standards, or the National Formulary standards, but 
which were adulterated or misbranded for other reasons. 

Now, in relation to the size of the industry, with manufacturers’ 
sales running in the magnitude of $21, billion a year, it is interesting 
to note that there were in the last 5 years only 31 actions of this type 
by the Food and Drug Administration. 

That is only a little over six a year. 

Now, of those 31, 17—or nearly half—involved one type of product, 
the time-disintegrating capsules. Yesterday Dr. Modell was asked 
for his opinion on the claim which appears as reason No. 4 in the 
24 “reasons” of the National Pharmaceutical Council, that reliance 
should be placed on the larger brand name manufacturers’ products on 
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the grounds that, a superior kind of disintegrating spansule or capsule 
wala be secured for the patient. 

Dr. Modell’s response—and I want to read just a few sentences from 
his reply—is, as follows: 

Well, this is a very special matter. There are a number of patented methods 


of producing these so-called sustained release medications—and I say “‘so-called” 


because there is considerable question whether they are worth while using 
at all. 


There was an article about a year and a half ago, a report to the Council 
on Drugs of the American Medical Association, asserting that none of the so-: 
called sustained release medications were reliable enough to warrant the rec- 
ommendation of any of them by the Council on Drugs. 

At that point, Mr. Chairman, I think it would be appropriate if we 
could secure that report to the Council on Drugs of the American 
Medical Association, to which Dr. Modell made reference yesterday, 
and incorporate it here as part of the record. 

Senator Harr. We will reserve No. 400 for the report identified 
by Dr. Blair. 

(Exhibit No. 400 may be found on p. 11786.) 

Dr. Buatr. Now, Dr. Modell went on to say: 

A comparison or a determination of the reliability of sustained release medi- 
cation requires testing and it is my understanding that this is not done by the 


Food and Drug Administration. 

This was in response to my question of whether there were adequate 
standards by which the efficacy of spansules could adequately be deter- 
mined at the present time. 

He said: 

So far, there has not been in the literature a considerable body of information’ 
to support them generally. : 

Now, apart from the 17 instances of the time-disintegrating capsules 
which Dr. Modell said were “a very special matter,” there were six 
cases involving injectables, 

Here we have a type of product that is sold not to the patient who 
buys the drug at the drugstore, but, rather, is sold directly to doctors 
or to hospitals. I do not mean to imply that injectables should not 
meet all desirable tests. All Iam saying is that for the average patient 
who, in buying his drugs, is Car by the National Pharmaceutical 
Council to insist on well-known trade names, injectables too, are a 
rather special matter. 

That leaves three cases by the Food and Drug Administration where 
the nature of the action involved unsanitary facilties, and five others 
of a miscellaneous kind. 

Thus, to summarize, apart from the injectables and the time disinte- 
grating capsules, there were only eight actions in a 5-year period by 
the Food and Drug Administration against drug products which met 
U.S.P. standards but which were found wanting on other grounds. 

Mr. Chairman, I would suggest that this reply to Chairman Ke- 
fauver’s letter be incorporated in the record at this time, I would 
recommend that the names of the individual companies—and they are 
not all of very small size, may I say—be deleted, but for such names 
there be substituted numbers, let us say. 

35621—60—pt, 21-——13 
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Senator Harr. Without objection, the document will be received 
a assigned No. 401, and the substitution of number for name may be 
made, 

(Exhibit No. 401 may be found on p. 11790.) 

Mr. Drxon. Thatis all. 

Senator Harr. Let me ask it this way, if I may, and I ask you to 
make a violent assumption. Assume that you are a welfare recipient 
and were given a generic prescription. Do you feel that you would 
be in danger in having that filled ? 

Mr. Mitter. I think there are many assumptions left out here. 

Senator Harr. I have made one assumption. 

Mr. Mituer. One, yes. 

Senator Harr, That distinguishes you from a good many people in 
this country right now. That is the assumption that you are on 
welfare. 

Mr. Mitier. Well, as a private citizen—and I think my committee 
of revision might take this same.view, had I had a chance to consult 
them, and our board of trustees—I think it would be deplorable if 
anyone advocated that the welfare patient should accept a degree of 
mies care that was second rate, which perhaps your question tends 
to imply. 

Simic Harr. Wait a minute, Doctor. All I am trying to find out 
is whether there is a practice that is going on that is wrong. The 
record establishes that this is done. 

Mr. Mixxer. Yes. 

Senator Harr. What I am trying to find out is: Is it right or wrong? 

Mr. Murr. I am not trying to evade the answer. Tai trying to 
be helpful 

Senator Harr. No, Doctor, I am not attempting to build into a 
simple question any trick that has an overtone of implication. 

Mr. Mitrer. I see. 

Senator Harr. I am not pointing the finger. I am just saying that 
there are people who are being treated this way, and I am trying to 
find out whether this is right or wrong, in your judgment. 

Mr. Mutter. I will give you a “Yes” or “No” answer with one qual- 
ification. If, in this treatment, I, as a welfare patient, were receiving 
a drug that had been tested to demonstrate that it complies with our 
U.S.P. standards or the N.F. standards or some creditable standards, 
then I would say “Yes,” that if it were bought as a generic drug, I 
would feel all right whether I were a welfare patient or not. The 
welfare aspect has nothing to do with it. That is what I am trying 
to say. 

Senior Harr. Let’s assume that the law is as it is, and the practice 
in this country is as it is, and you are more familiar with that than I. 

Is this a general practice—this business of prescribing generically— 
safe or unsafe, desirable or undesirable, because the welfare receipient 
himself cannot make any special test, nor can we assume that in the 
processing of that prescription any extraordinary circumstances will 
attach to the filling of it. 

Mr. Miter. To answer your question, I think it is unsafe, and I 
would like to cite in support of that some data that you may already 
have in the record. I haven’t been here before, and if it is, you will 
recognize it immediately. I am sure the author of the report will 





ADMINISTERED PRICES 11681 


apologize for, let’s say, its sketchiness, but it bears directly on my 
answer and supports my answer that it may be unsafe. 

This is a report—— 

Senator Harr. Now just a minute, Doctor. I think we have heard 
enough to know that it may be unsafe. 

Mr. Mixer. Oh, yes. 

Senator Harr. When you have a prescription for anybody. Weare 
told that all you have to depend on is reputation and integrity. I 
am trying to get clear in my own mind, and without attempting to be 
tricky about it at all, the answer to this practice which we have been 
told has been recommended by apparently reputable en 
sources in this country. I am really trying to find out whether what 
they recommend for the welfare patient is safe for me, too. If it is 
safe for him, it is safe for me. If it is dangerous for him, it is dan- 
gerous for me, and it is wrong to suggest. 

Mr. Minter. My opinion, sir, is that it is unsafe because there is 
not sufficient. policing of our standards at the present time to insure 
that the standards are being met. 

Now, the evidence that Dr, Blair just cited from the Food and 
Drug Administration would indicate that in their sampling, as far 
as they have been able to sample, they haven’t found very many de- 
ficiences in qualities that the U.S.P. does not guard against. 

But others who are trying to supplement the limited efforts of the 
Food and Drug Administration are finding deficiencies that would 
cause me to conclude that since it may be unsafe, that means it zs 
unsafe. If it may possibly be unsafe, then there is no qualification 
that we should ania ourselves to risks of things that might happen. 

Senator Harr. Then the cure is more effective policing generally ? 

Mr. Miter. That, in my view, is the cure. 

Senator Harr. What about physicians who do prescribe generically ? 

Mr. Mitter. I have to assume that they know the maker of the 
generic product that they are prescribing, and have complete confi- 
dence that what they are supplying is a safe and fully potent drug. 

There are plenty—I shouldn’t say “plenty”—but there are firms 
that do distribute under generic names that are reliable, and how one 
determines that is a matter, I suppose, of his own concern. 

But I am sure that there are firms that put out what they claim to. 
Food and Drug obviously has found a lot of those. They are not 
permitted to publish the firms’ names. But there may be some who do 
not put out fully potent drugs under the generic name. 

Mr. Dixon. On that point, Doctor, we discussed this with other 
witnesses. As I understand the food and drug law, today they 
have responsibility and authority in an area, certainly, of safety. 
We seem to be talking about something that may be another question 
than safety. We talk about quality, quality control, incipiency, and 
these other factors here that are being represented to the doctor by 
promotional groups, for instance, by the National Pharmaceutical 
Council in support of what I would call proprietary names or trade 
names as a source of reliability for the doctor to depend on. 

Would you say that it would be a good thing for the law to be 
amended so that no manufacturer of an ethical drug product could 
engage in such manufacture without meeting adequate precautionary 
steps? For instance, would it be possible to set up, with all 
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of the advice that the medical profession and the pharmaceutical 
profession could offer, adequate safeguards before anyone could engage 
in such manufacture ? 

Mr. Mutter. It would be foolish to say that adequate safeguards 
could not be set up. But I am sure that you must accompany that by 
saying that they might be prohibitively expensive. 

Mr. Dixon. Let’s assume, we will say, a licensing process, 

Mr. Miter. Yes. 

Mr. Dixon. That you couldn’t manufacture without a license. 

Mr. Minter. Yes. 

Mr. Dixon. To get a license, could you not set up standards that 
would fit the big, medium, or smal] manufacturer, that in order to get 
that license and to maintain it, he would have to maintain those 
requirements ? 

Mr. Mitier. We have such a licensing of production in respect to 
what we call the biologicals under the Public Health Service Act 
of 1944. 

Mr. Dixon. Certainly, if the scope of the law were extended to give 
Food and Drug greater authority in the inspection field, access to 
records and control processes, certainly if they had that authority and 
there was this licensing process, wouldn’t a doctor be more comfortable 
in prescribing generically ? 

fr. Mitier. I don’t think you have to postulate that they need 
more authority than they have now. They have, I believe—but I 
shouldn’t answer this for Mr. Larrick. He will be telling you, I 
understand, one of these days himself whether or not he feels hs has 
sufficient authority. 

But I believe it is patently obvious that he is not able to; that he, 
as Commissioner of Food and Drug, is not able to exercise all the 
authority he has now because of the lack of appropriations. 

Mr. Drxon. Don’t you think that it is something more than lack 
of appropriations? Don’t you think it has something to do with 
authority ? . 

Mr. Miiter, It is a two-step operation. Let’s find out what hap- 
pens when all of the authority that the Food and Drug Administra- 
‘tion now has is put into effect. 

Mr. Drxon. Would it be fair to say it is deplorable today in our 
country that the only thing that the doctor has to rely upon in pre- 
scribing a drug is the reputation and integrity of the manufacturer? 

Mr. Mituer. It would be deplorable, if true; but I don’t think it is 
true. 

Mr. Dixon. That is what is said. That is what is promoted. That 
is the promotional effort of the industry. 

Mr. Miter. Doesn’t that answer itself, the very words you have 
used ? 

Mr. Drxon. Yes. 

Dr. Briarr. Mr. Chairman, I can’t let this colloquy go by without 
making the observation that while there seems to be substantial 
agreement that the Food and Drug Administration needs more funds 
and perhaps more legislative authority, nevertheless the fact remains 
that the Food and Drug Administration is an agency with an appro- 
priation of around $18 million. 
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I came from an agency, namely, the Federal Trade Commission, 
in which a sum of that kind would seem to have been a fantastic 
amount, and our province or jurisdiction was considerably greater 
than that of the Food and Drug Administration. There are many 
areas in which the Federal Trade Commission could not begin to do 
adequately the job that was called for by the legislation given to it 
by once 

Nonetheless, I think, by and large, the Federal Trade Commission 
has had a very creditable record with the enforcement of the Clayton 
Act, Federal Trade Commission Act, the Webb Act, the Truth in Ad- 
vertising Act, the Fur Products Labeling Act, the Wool Products 
Labeling Act, the Oleomargarine Act. I think there are a few other 
acts that from time to time Congress has given it to enforce. 

Federal Government agencies with much less resources than the 
Food and Drug Administration and much wider jurisdictional 
area to police have, I think, done a fairly creditable job. I don’t 
think that one can say that Food and Drug Administration has been 
entirely without resources with which to carry out the obligations 
imposed on it by Congress, Mr. Chairman. 

Now with those resources, and this one area of food and drugs 
to concern itself with, it has found only 31 cases over a 5-year period 
of products which did meet U.S.P. standards, but which were viola- 
tive of the Food and Drug statute for other reasons. 

Leaving out the special case of spansules, that is only 16 cases in 
5 years. That is only three a year. The statistics of accident proba- 
bility of insurance companies would suggest that the chances of meet- 
ing with an injury from taking a bath are considerably greater than 
incurring an ailment from taking a drug which met U.S.P. standards 
but which was wanting for some other reason. 

Against the background of the size of the appropriation of the Food 
and Drug Administration, the statistics that T hove cited here would 
indicate that while there is always a chance that a drug may not 
be adequate even though it meets U.S.P. standards the incidence of 
probability is extremely low. 

Mr. Minter. Mr. Chairman, it seems to me that there is a little bit 
of confusion in these statistics. The statistics cited are failure to 
meet requirements not specified in the U.S.P: How about failure to 
meet the U.S.P. requirements ¢ 

Dr. Buiarr. We are assuming here that there would be sufficient test- 
ing and inspection to at least be sure that U.S.P. standards would be 
met. 

Now whether or not that is true is another question. Certainly, the 
assumption should be made that these standards should be met by 
any firm doing business in the drug industry, and if the Food and 
Drug Administration does not have adequate resources to see that these 
standards are being met, then it certainly should so inform Congress. 

I think Congress’ action in granting appropriations to the Food 
and Drug Administration, certainly in recent years, has been quite 
sympathetic. 

The big argument is not that generic-name prescribing is dan- 
gerous because the drugs fail to meet U.S.P. standards, but that even 
meeting U.S.P. standards, they are still deficient. 








11684 ADMINISTERED PRICES 





I would suggest, then, that in view of the data I have presented 
here, the burden of proof of demonstrating the validity of that propo- 
sition falls upon those who are making the argument. As Mr. Dixon 
pointed out here a little while ago, we Cate seen no empirical evidence 
to support that contention. 

Senator Harr. Doctor, if you have any comment, you may make it. 
If not, we will continue with the questioning. 

Mr. Kirrrre. I would just like to make a comment at this point. 

Senator Harr. Doctor, have you any comment ? 

Mr. Mitzer. The only comment is that at this point I am rather 
confused. 

Senator Harr. Mr. Kittrie. 

Mr. Kirrriz. I am rather confused, too. I just wanted to hear 
from my colleague, Mr. Blair. If what he is saying—that the record 
of violations in the last few years has been so good, that is, there 
have been so very few violations—if he is saying this, doesn’t this 
prove that there is no need for any further Federal supervision ? 

I thought for many days here’he has been arguing that there is 
need for much more Federal supervision, maybe even for certifica- 
tion of all these drugs. 

Now he is suddenly giving the other side of the argument and says 
the record shows there have been no violations to speak of, and, con- 
sequently, everything is OK. 

I just would like to find out which side he is taking right now. 

Senator Harr. I would assume that he is testifying for the sta- 
bility of both arguments. But we do have witnesses to hear. I would 
suggest that we proceed to hear them, if that is agreeable, Doctor. 

Mr. Dixon. Just one other question. Do you think the position that 
the industry took in 1953 before the Congress—Mr. Harrop of the 
Upjohn Co. was the spokesman at that time—that the only thing the 
industry would support was limited inspection by the Food and Drug 
Administration was a sound position ? 

Mr. Mutter. Mr. Chairman, courfsel is asking an old Food and 
Drugger, and I would feel that if Mr. Larrick and his associates felt 
that they could enforce the Food and Drug Act better with more ade- 
quate inspection, there must be some good reason for it. 

I would take the position that possibly limited inspection might 
hamper the proper enforcement of the Food and Drug Administration. 
Now that has nothing to do with U.S.P. That goes back many, many 
years, to my knowledge, in the Food and Drug Administration. 

Mr. Drxon. This, Doctor, is a very important and vital question, 
because drug products today are being promoted and sold under the 
thrust of trade names, not generic names. 

The responsibility of the Food and Drug Administration to try to 
see to it that there are no drug products that don’t meet adequate tests 
and adequate standards is certainly involved in this question that is 
before this committee. 

In other words, if you had adequate tests, if you had adequate re- 
quirements that everyone had to meet, certainly this tremendous ex- 
penditure going on in promoting trade names would seem to be a 
great waste if you were promoting the same product under 15 names 
where all met the same test. 
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It would seem illogical that a doctor would have any fear in pre- 
scribing the same drug. But as long as there is any scintilla of evi- 
dence that there perhaps may be on the market under generic names 
drugs of varying quality, certainly the doctor would appear very 
sound in being cautious about prescribing generically. 

But the point is, if that fear can be removed, and if it is desirable 
to remove it, then the question is whether the fear of the doctor would 
be allayed. That is avery important question here. 

That is all I have, Mr. Chairman. 

Senator Harr. Are there any further questions on this side? 

Mr. Chumbris ? 

Mr. Cuumeris. Just one question, Doctor. 

Now we have had several issues here, and I think it has been pretty 
well covered, but there is one point that I thought I would like to ask 
a _ dealing with the minimum and maximum standards of the 

Let’s say a particular drug has a 90 percent minimum and 110 
percent maximum. Now is it possible for a drug manufacturer to 
produce that product at, let’s say, 92% At that point it meets the 
minimum standard. Is it possible that while the drug is in the ware- 
house, it may drop from 92 to, say, 88? Then the drug no longer 
meets the strength and purity. So that is one thing, isn’t that true? 

Mr. Mitier. That is quite true. 

Mr. Cuumperis. It is quality control that is the method of catching 
that. Now is it possible that of the 1,300 drug manufacturers in the 
United States there may be manufacturers who cut corners and do not 
have that quality control to catch the drop from 92 to 88 ? 

Mr. Miter. I think it is not only possible but it is certainly true. 
If I may cite, now, evidence that has been published and reported by a 
hospital pharmacist, Herbert L. Flack, of the Jefferson Medical Col- 
lege Hospital in Philadelphia, which constitutes results of actual 
analyses of products offered to his hospital for use on bid, in which 
he carried out the U.S.P. assays as a hospital pharmacist, and he 
found in these tests that out of 15 different sources, 5 of which he 
speaks of as distributors’ products, that is, distributed by one firm and 
made by someone else, revealed obviously, from the label, and as man- 
ufacturers’ products being produced by the manufacturer who also 
distributes. 

Of the first group, only one out of five was above the 100 percent 
U.S.P. limit; one was still within our U.S.P. tolerances, but oe 100 
percent; whereas three out of these five were actually lower than the 
U.S.P. minimum tolerance. In other words, they failed the U.S.P. 

Now taking the group of those manufactured and distributed by 
the same firm, out of a group of 10, half of them were above the 
U.S.P. 100 percent; 1 was above the minimum, but still satisfactory ; 
whereas 4 failed. 

So that almost one-half of this sample of 15, the products of 15 
different manufacturers of sodium ascorbate injection, U.S.P.—label- 
ed to be U.S.P., offered to this hospital, failed to meet the U.S.P. 
minimum standard, 

Senator Harr. Doctor, this study should go into the record. 

Mr. Miruer. I have copies of it if you want to receive them. 
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Senator Harr. We will include it in the record, giving it identifica- 
tion No. 402. 

(Exhibit No. 402 may be found on p. 11794.) 

Senator Harr. In response to a question that has been currently 
asked this week as to what are the examples and the cases, I am very 
glad to have that exhibit. 

Mr. Drxon. That report you are talking about makes plain the tol- 
erance that had been established by U.S.P., did it not: the range of 
the tolerance and the products that were within the tolerances and 
those that were outside the tolerances ¢ 

Mr. Miter. Sir, it doesn’t happen to, so that I think it would be 
helpful for me to read into the record the actual U.S.P. tolerances, 
which are not less than 95 percent and not more than 115 percent for 
sodium ascorbate injection. These results quoted are for actual anal- 
yses that Mr. Flack conducted. 

Mr. Drxon. Does the study, then, establish that they were all within 
the tolerances or some of them that were not ? 

Mr. Miuter. Forty-seven percent were lower than this minimum 95 
percent tolerance; yes, sir. 

Mr. Cuumpris. Doctor, since the testimony has indicated that FDA 
cannot make a complete 100-percent check, that is where the integrity 
of the drug manufacturer comes into play. 

Mr. Miter. Yes. 

Mr. Cuumpris. And if all drugs were on a generic-name basis, a 
doctor, unless he knew that the pharmacist was going to get his drug 
from a specific manufacturer, who deals in generic terms, then the 
doctor would be in doubt that the particular prescription he makes 
may be one of the three people that you mentioned in your report at 
this time. 

Mr. Miiixer. Yes. He would have to know that it was one of the 
three that supplied the product that met U.S.P. and was not one that 
failed to meet the U.S.P. requirements. 

Mr. Krrrrir. I just want to check, for the record, on two questions 
pertaining to the prescription by proprietary name rather than generic 
name. 

You were talking about the difficulties of inspecting the product and 
soon. But let’s assume that all products are sufficiently inspected and 
so On. 

If this is so, would a doctor that is prescribing by trade name actually 
completely waste the money of his patient? You were here describin 
the function of U.S.P., and what you are doing, and you were critica 
of those, say, that advertise a drug and say: 

“Well, this is better than U.S.P. standards.” 

What you are really establishing is the minimum. Anything above 
that is still U.S.P. standards. 

Now, we understand that. But when you establish a standard or 
when any standard is established, does this standard mean that no 
better product can be made, or does this mean that the standard pro- 
vides for some kind of reasonable middle ground below which you do 
not. want anybody to go? 

And isn’t it potaiblis then, for somebody in the industry under a 


trademark to produce a product which is above this minimum re- 
quirement you establish ? 
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And would a doctor be justified or not be justified. in deciding that 
he wants to try and prescribe something that is above this minimum 
standard ? 

Mr. Miter. He would be justified in prescribing something above 
the minimum standard if he were satisfied that, indeed, that were 
important. That, I think, actually has little to do with whether or 
not it is a trademark product or a nonproprietary name product. 
The essential point is that he must know the maker. 

Mr. Krirrrie. Right. But if he is convinced of a particular trade- 
mark product with which he feels he is acquainted, that it does go 
below the minimum that you established, he may be justified in pre- 
scribing this other drug because it may contain some value above that 
that would be available if it conformed only with the minimum 
standard, is that right, or not? 

Mr. Mitier. I wonder if the record will show exactly what you 
have asked me is what you want. 

Mr. Krrrrie. What I am actually asking is this: If a doctor is 
convinced that a particular manufacturer with which he is acquainted 
produces a drug that conforms not only with the minimum that you 
require, but is above that, would he be justified in prescribing this 
other drug, this particular drug? 

Mr. Miter. If he were convinced that there were a satisfactory 
reason, I would assume that he was well justified for prescribing it. 

Mr. Krrrrm. And then there is another question. How long does 
it take for a drug before it is listed in U.S.P. 4 

Mr. Miter. Time varies from the shortest—wait a minute, you 
say how long. You haven’t given me a time to start here. 

Mr. Krrrrie. I say a drug comes out. 

Mr. Miter. Yes. ‘ 

Mr. Krrrrim. A new drug application has been approved. How 
long would it take before you would list it in the U.S.P.? 

Mr. Mitier. For the minimum of 1 year to possibly as long as 4 

ears. 
% Mr. Krrrrre. Now during this period there is no U.S.P. standard? 

Mr. Miter. That is right. 

Mr. Krrrrie. During this particular period of years, which is 
quite lengthy. 

Mr. Mittirer. Yes. 

Mr. Krrrriz. What does the doctor do? .To the extent that there 
is a U.S.P. standard, you testify that if the manufacturers conform 
with this standard, the drug will be safe. During this period how is 
a doctor going to go about prescribing a drug? Wouldn’t he be 
much safer to prescribe a drug of a company that he feels he knows 
the general quality. 

Mr. Mirier. Well, the answer to your question is yes then, just 
the same as any other time. 

He wants to know the maker of the product that he is prescribing 
or have some assurance from someone who has carried out a test 
that the maker’s claim is valid. 

Mr. Kirrrm. But after you have listed a drug, then if the laws 
are enforced, any drug that you pick up on the market should con- 
form with U.S.P. as you have indicated. 

Mr. Miter. It should, yes. 
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Mr. Kirrrm. Before it has been listed in U.S.P., there is no guar- 
antee that it conforms with any such standard, is that right ? 

Mr. Mixer. There are no public standards, you see. 

Mr. Krrrrin. Then you depend much more on what you believe the 
manufacturer stands for ? 

Mr. Mruuer. Yes. 

Mr. Kirrriz, A doctor would then have to depend even more. 

Mr. Miiier. Even more. 

Mr. Kirrriz. On the standing of the manufacturer. 

Mr. Miter. Yes. 

Mr. Krrrrt. Thank you very much. 

Mr. Dixon. Dr. Miller, will you look on page 3 of the study that 
you referred to which was made by Dr. Flack? Under V, the ascorbic 
acid injection that you have referred to, because we have been con- 
sistently interested in the manufacturers’ product, let’s refer to the 


manufacturers’ column. It is stated there that there were 10 manu- 
facturers. 


Mr. Mixirr. Yes. 

Mr. Drxon. Five of them were above 100 percent and one of them 
was below 100 percent, but still met U.S.P. 

Mr. Miter. Yes. 

Mr. Drxon. And four failed to meet U.S.P. 

Mr. Miter. Yes. 

Mr. Dixon. Because there has been interjected here the question of 
the integrity and reputation of the big companies, there 1s nothing 
on this exhibit that indicates that the four companies that failed to 
meet the standards were not large companies. 

Mr. Miter. No, not at all. 

Mr. Drxon. It could very well be that they were among those that 
failed. 

Mr. Mirirr. Yes. 

Mr. Drxon. So I think it would he unfair to leave any impression 
that we know who meet the standards and who failed to meet them. 
In other words, this merely represents that of 10 manufacturers whose 
products were assayed, four failed on a particular product. 

Mr. Miter. Yes. 

Mr. Drxon. The injection of ascorbic acid. Now if you will look 
at VI 

Mr. Cuumeris. Before you leave that, that the issue is a trade name 
which you can depend upon, I mean a doctor feels he can depend 
upon the trade name. 

Now if that particular drug manufacturer fails that doctor, the 
drug manufacturer suffers the consequences of it in various ways. In 
other words, the doctor may leave that particular drug manufac- 
turer and move over to another one. 

Mr. Mitter. Surely. 

Mr. Dixon. But on strictly the generic name basis, neither the doc- 
tor nor the pharmacist may have an assurance which of the drug 
manufacturers made that particular product, among 1,300 drug manu- 
facturers. Have I made my point clear? 

Mr. Murer. All of this discussion, if I may be permitted, Mr. 
Chairman, to say this, leaves out of consideration the bearing that 
an adequate control testing program has upon determining whether 
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or not a product is going to fall below the U.S.P. limit or within the 
U.S.P. limit. 

If I know anything at all from my experience in drug control work, 
adequate control testing has a great deal to do with telling where a 
product is going to fall in the future, how future tests are going to 

lace it. 
: So that. one could almost say that these four products, the four 
manufacturers’ that failed must have cut some corners somewhere in 
their control testing to have distributed products that fell below the 
U.S.P. limit. 

Since we have mentioned prices and costs here, control testing 
costs money. The money has to come from someplace, and it usually 
is reflected in a higher selling price for the drug. 

Mr. Drxon. The point that I made was that we don’t know who are 
those four that failed. 

Mr. Mitier. We don’t know who they are. 

Mr. Drxon. We don’t know who the corner cutters were. 

Mr. Mitxier. That is right. 

Mr. Drxon. Under VI, your other product for which the evaluation 
was made, cyanocobalamin is listed. Of 11 manufacturers’ products, 
none of them failed. 

Mr. Miter. Yes; that is right. 

Mr. Drxon. That is all. 

Mr. Cuumpenrts. I still want to take issue with what Mr. Dixon says, 
and that is this. This is my point: You say you don’t know who the 
four may be; that is true. But, as a doctor, if I buy on a trade name, 
then I know. If I prescribe on the generic term basis, I gamble on 
who it is. 

Mr. Mitter. No, I don’t think that that is true because you can 
specify the manufacturer even though you use a nonproprietary name. 

Mr. Cuumpris. That sort of qualifies my statement, because there 
have been suggestions that a doctor prescribe generically, and they 
then say Upjohn, Schering, Merck, whoever you want. 

Mr. Mirier. Why not! Isn’t that the obvious thing that you 
should do? 

Mr. Cuumpris. But that isn’t the full discussion that has come 
out of this hearing. 

The discussion that has come out is just the ordinary generic name, 
and then leave it to the pharmacist to fill out the prescription. That 
was where the gamble may come in, as I understand the testimony. 

Mr. Miter. They have left you to cross the river with the bridge 
uncompleted, and I daresay that Dr. Modell, if you had asked him this 
question, would have supported the view that there is no reason why, 
in prescribing on a nonproprietary basis, the manufacturer should 
not and maybe ought not to be designated as the source of the non- 
proprietary named article. 

Mr. Crumpris. This may not have been a correct answer, but some 
people have said if you are going to do that, why not prescribe by 
trade name. Maybe the answer was not pertinent, but that is in the 
testimony. 

Mr. Mitier. My answer to your question, sir, is that at least it 
would give us only one name to work with, and would avoid some of 
the confusion that is being the target of complaint. 
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Mr. Cuumpris. That is why we are asking these questions. Hon- 
estly there has been so much on both sides and down the middle on 
this question that we ask many possibly sometimes foolish questions, 
but we are trying to get something in the record to come to some 
conclusion. 

Senator Harr. Doctor, I just want to make a comment. 

Am I correct and will the committee be correct in understanding 
that so long as a drug stays within the U.S.P. range, it is all right ? 

Mr. Mitier. We think so. 

Senator Harr, That is in your testimony. 

Mr. Miter. We think so. Our committee would feel that we were 
falling down on our job if we had such wide limits that a drug could 
still be within the range and be unsafe to use. 

Zs Senator Harr. When it falls below, how would you describe that 
rug ¢ 

Mi r. Mitier. We would describe it as substandard. 

Senator Harr. When it goes above, when it exceeds on the other 
end ¢ : 

Mr. Mitre. If it is the sort of drug that overdosage is important, 
then it would be a dangerous drug because it is too strong. Do I 
make my point clear? 

Senator Harr. That is the same as saying that if it is a drug where 
underdosage is dangerous, it is dangerous if it is too low. 

Mr. Mitier. No. There are some drugs, as for example insulin—— 

Senator Harr. What I am trying to find out is what is the purpose 
in having the two cutoffs? 

Mr. Mitter. Practically one cannot hit 100 percent, so that you 
have got to have a little leeway on each side, isn’t that clear ? 

Senator Harr. Yes. 

Mr. Mixer. All right. Some drugs are such that even a slight 
overdosage is medically important. Insulin is one of those. It would 
throw your diabetic patient into severe trouble. 

Senator Harr. So you keep your fange very narrow ? 

Mr. Miier. Yes. 

Senator Harr. What if in any range category it goes beyond the 
range ¢ 

Mr. Miter. If it were a vitamin, the best evidence that our com- 
mittee can adduce is that it doesn’t matter if it is considerably «bove 
100 percent, because an excess of a vitamin apparently is medically 
insignificant. 

Senator Harr. In that case do you range vitamins at all? 

Mr. Miter. No; we have no upper limit for vitamins. 

Senator Harr. What about one where you have a range with an 
upper limit? Isn’t there a medical significance ? 

[r. Mittrr. Yes. 

Senator Harr. To this range? 

Mr. Miter. And insulin is one of those that is medically signifi- 
cant. The significance becomes immediately apparent. 
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Senator Harr. Is there any drug in which you have a range and 
in which exceeding the range is insignificant, and if so why have a 
range ¢ 

Mr. Mutter. I would just have to answer you probably not within 
practical limits. Our limits on the upper side, we allow more room 
above 100 percent than we do below. 

Senator Harr. There are limits to a which a layman can absorb 
this material too, and I am reaching that point. 

There is another area where I wasn’t sure I had absorbed it, and in 
my book perhaps the most important or one of the most important: 
Do I leave here understanding that the burden of your testimony is 
that it is just unsafe to prescribe generically unless and until the 
inspection system is much better ¢ 

Mr. Mutter. I think that is the burden of my testimony. 

Senator Harr. Whether you are a wealthy patient or not? 

Mr. Mitter. Yes. That has nothing to do with it. 

Senator Harr. And additionally that prescribing either generically 
or by a trade name is satisfactory with you, in your judgment, and 
proper, provided the doctor can know that the drug furnished under 
the prescription comes from a reliable producer ? 

Mr. Miter. Yes. 

Senator Harr. I think that has been stated, but I just wanted to be 
sure. 

Whether the drugs that come to Jefferson Medical College failed 
to meet U.S.P. standards in the amount that is shown here, whether 
they came from big, smal] or inbetween companies, whether they were 
trade name or otherwise, the fact that this goes on, and it takes a 
week of hearings to find out that there is no assurance that this kind 
of testing goes on very often, in my book is just inexcusable in a so- 
ciety like ours. I don’t know what the answer is, but in my book it 
is wrong. 

Mr. Miter. There are frightening implications. 

Senator Harr. Doctor, thank you very much. You have been very 
helpful, and I know we will benefit. 

The committee welcomes Dr. Stewart this morning, and I will ask 
him to identify those who are with him. 

I have had an opportunity to read some of the biographical back- 
ground of Dr. Stewart. It is most impressive. It will oe recited in 
the statement. But he came under auspices that are second to none, 
and it has nothing to do with membership in professional societies. 
While we were in session earlier today, Dr. Stewart was brought to 
the room and introduced to the acting chairman by the very distin- 
guished senior Senator from Arizona, Carl Hayden. Having been 
here a matter of scarcely more than months while Senator Hayden 
has been in this Congress ever since Arizona was a State in the Union, 
I say this is extraordinarily fine credentials. I only wish that Sena- 
tor Hayden had had an opportunity to stay, because I know that he 
intended to introduce you, sir, to the committee, and assure us of his 
respect and regard for you in the message he gave me. 
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STATEMENT OF NEWELL STEWART, EXECUTIVE VICE PRESIDENT, 
NATIONAL PHARMACEUTICAL COUNCIL, INC., NEW YORK, W.Y., 
ACCOMPANIED BY NELSON M. GAMPFER, PRESIDENT; WILBUR 
POWERS, SECRETARY; WILLIAM E. WOODS, ASSISTANT TO THE 
EXECUTIVE VICE PRESIDENT AND DIRECTOR OF HOSPITAL RE- 
LATIONS; BRECK P. McALLISTER, COUNSEL, AND CARL K. 


RAISER, SMITH KLINE & FRENCH LABORATORIES, PHILADEL- 
PHIA, PA. 


Mr. Srewarr. Thank you, Senator Hart. 

Senator Harr. Your prepared statement will be included in the 
record in full. You may read it, or if there are excerpts that you 
would rather exercise, this you are free to do. 

Mr. Stewart. Would you like for me to delete some portions of the 
statement? The committee I know would like to have reference to 
the names of our member companies, etc., Senator Hart. I don’t be- 
lieve our statement will take over 25 or 26 minutes in its entirety. 

Senator Harr. I would be more comfortable if you stated it in full. 

Mr. Srewart. Thank you, sir. 

Senator Harr. With respect to the time, please feel under no pres- 
sure. It is our thought that we would begin, and when the majority 
looks famished, we will just suspend for lunch and come back, so we 
are not shooting for any particular recess time. 

Mr. Stewart. Thank you, sir. 

Before I start with my statement, I would like to introduce, and I 
will introduce them a little bit more at a later time, the secretary of the 
National Pharmaceutical Council, Mr. Wilbur E. Powers, and my as- 
sistant in hospital relations, Mr. William E. Woods. 

I would also like to introduce to the committee our immediate past 
president, Mr. Carl K. Raiser, who I would like to have included in 
our group here today, and in additfon to that we have the president 
of the National Pharmaceutical Council in the room, Mr. Nelson M. 
Gampfer from Cincinnati, 

Now I may proceed, sir. 

My name is Newell Stewart. Iam a registered pharmacist and have 
been active in the profession of pharmacy in various capacities for 45 
foe After receiving my degree in pharmacy from West Virignia 

Jniversity in 1923, I practiced as a retail pharmacist in West Virginia 
for 3 years and for 22 years after that I conducted my own pharmacy 
in Phoenix, Ariz. From 1936 to 1942 I was a member of the Arizona 
State Board of Pharmacy and I was president of the American Phar- 
maceutical Association in 1954. 

The National Pharmaceutical Council, Inc., is composed of 22 con- 
cerns engaged principally in the manufacture of prescription drugs. 
The council was incorporated on November 27, 1953. Its membership 
now consists of the following companies: 

Abbott Laboratories 

Ames Company, Ine. 

Bristol Laboratories, Inc. 

Burroughs Wellcome & Co. (U.S.A.), Ine. 
CIBA Pharmaceutical Products, Inc. 


Geigy Pharmaceuticals 
Hoffmann-La Roche, Ine. 
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Lederle Laboratories 

MeNeil Laboratories, Ine, 

Mead Johnson & Co. 

Merck Sharp & Dohme, Division of Merck & Co., Inc. 
The Wm. 8. Merrell Co. 

Ortho Pharmaceutical Corp. 

Chas. Pfizer & Co., Inc. 

Pitman-Moore Co, 

Schering Corp. 

G. D. Searle & Co. 

Smith Kline & French Laboratories 

E. R. Squibb & Sons, Division of Olin Mathieson Chemical Corp. 
The Upjohn Co. 

Warner-Chilcott Laboratories 

Winthrop Laboratories, Inc. 


In general, the purposes of the National Pharmaceutical Council 
are: 

1. To benefit public interest by promoting the highest professional 
standards in the manufacture, distribution, and dispensing of pre- 
scription medication and other pharmaceutical products. 

2. To benefit the pharmaceutical industry by promoting public re- 
lations programs on behalf of pharmacists and others in the industry. 

3. To promote the interests of the public, physicians, pharmacists, 
and others in the pharmaceutical industry by encouraging the highest 
standards of ethics and integrity in the manufacture, distribution, 
and dispensing of prescription medication and other pharmaceutical 
products. 

4. To collect and disseminate information concerning laws, regu- 
lations, and governmental agencies dealing with the manufacture and 
distribution of prescription medication and other pharmaceutical 
products as a contribution to the better understanding thereof in the 
public interest. 

On March 28, 1954, I was elected executive vice president and I 
have continued in that capacity. On September 15, 1954, Mr. Wilbur 
E. Powers was employed and was elected secretary of the council on 
December 3, 1954. On December 1, 1958, Mr. William E, Woods was 
employed as assistant to the executive vice president and director of 
hospital relations. Both of these gentlemen are here with me, and 
I should like to tell you about them Griefty, More complete biographi- 
cal statements are attached to this statement for the record. 

Wilbur E. Powers is a pharmacist. Following a research fellow- 
ship at the University of ifichigan he became assistant to the secre- 
tary of the New Jersey Board of Pharmacy and served as chief chem- 
ist and secretary of the New Jersey board from 1945 to 1954. Mr, 
Powers is a former president of the National Association of Boards 
of Pharmacy and is vice chairman of the house of delegates of the 
American Pleccenseahsael Association this year. 

William E. Woods holds degrees in pharmacy and law from the 
University of Texas. He has had a broad experience in many areas 
of pharmacy. In addition to practicing as a retail pharmacist for 
many years, Mr. Woods has served as a hospital pharmacist, he has 
been on the staff of the National Pharmaceutical Survey and has also 
lectured in pharmacy law at the University of Texas, 

We are also privileged to have with us Mr. Carl Raiser, a past 
president of the National Pharmaceutical Council and Mr. Nelson M. 
Gampfer, who is now president. 
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The activities of the council have, in general, consisted of three 
types of activities. We have published pamphlets which were de- 
signed to explain in nontechnical language aspects of the operation 
of either the profession of pharmacy or the apace of the drug in- 
dustry which commonly are misunderstood by the public. For in- 
stance, our booklet, “Why All the Mystery in Prescriptions,” 
published in 1956, was designed to assist the retail pharmacist in ex- 
plaining to the public the meaning and operation of the prescription 
system of dispensing drugs. This booklet, by Donald Cooley, was 
originally published in the June 1956 issue of Better Homes and 
Gardens. 

The reprints were distributed to 54,537 pharmacies throughout the 
country. A return request card was enclosed in each booklet entitling 
the pharmacy owner to receive 25 complimentary copies. Nearly 13,- 
000 of these orders were filled. 

The booklet was also sent to 147,587 physicians throughout the 
country and hundreds of physicians requested additional copies. In 
addition they were made available to member companies, wholesalers, 
colleges of pharmacy, science writers, boards of pharmacy, State phar- 
maceutical associations, the pharmaceutical press and related organi- 
zations in the industry. 

Almost 900,000 copies were finally distributed and this booklet also 
was ent and reprinted in many other countries throughout the 
world. 

Similarly, in 1954, the leaders in retail pharmacy organizations were 
decrying the lack of good public relations programs for retail phar- 
macists and the pharmacists’ need for information to supply to the 
public on prescription prices. 

To assist pharmacists in solving their problem the council Pe 

ared and distributed a pamphlet, also written by Mr. Donald G. 

ooley, called, “I Hate to Buy Drugs, But * * *.” The booklet was 
a concise explanation of the great expense involved in the develop- 
ment of the modern miracle drugs. °* 

The distribution of “I Hate to Buy Drugs, But * * *” began Jan- 
uary 14, 1955, with a mailing to 52,627 pharmacists throughout the 
country, which mailing contained a letter, a copy of the booklet and 
a return request card asking for a complimentary supply. The sec- 
ond mailing was made to 150,562 physicians throughout the country 
and contained a copy of the booklet and a letter stating supplies of 
the booklet would be available upon request. The two initial mail- 
ings of the booklet were followed by mailings to NPC members, 
wholesalers, deans of colleges of pharmacy, science writers, State 
boards of pharmacy, State associations, the pharmaceutical press and 
related organizations in the industry. 

The original printing of the booklet totaled approximately 315,000 
copies. ‘This printing was followed by two reprints in February 1955 
bringing the total number of copies run to 921,635. 

The first results of the initial mailing started to pour in on January 
19, 1955, in the form of return request cards from pharmacists, and 
reached a total of approximately 13,000 requests for 325,000 copies of 
the pamphlet from all States, with an overall percentage of returns 
averaging 25 percent. 
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During the same period, the complimentary requests were followed 
by letters from the members of the medical profession and all seg- 
ments of the industry in regard to procuring additional supplies of 
the booklet for their own methods of distribution. Publicity on the 
booklet was received in all the trade papers, trade magazines and local 
press, house organs, et cetera, and had such far-reaching results that 
correspondence was received from Canada, India, Japan, Mexico, 
Puerto Rico, and Spain, and permission to reprint was requested from 
Germany, Brazil, and New Zealand. 

Local radio and television releases were granted and many individ- 
uals used the contents for the basis of talks before civic groups. The 
flood of correspondence received in the NPC office indicated, without 
a doubt, the overwhelming popularity of the booklet. 

Although the supply of the booklet was exhausted in 1957, requests 
have continued to be received not only for the brochures themselves 
but for permission to translate it and distribute it in other countries. 

In addition to its publications, the council has provided speakers to 
university groups, gatherings of pharmacists and other organizations 
in the profession. We have made hundreds of such appearances all 
of which are intended to promote harmonious relations between all 
segments of the health team, to assist in raising the standards of the 
profession and to eliminate unethical practices. 

During the summer of 1959 NPC sponsored a seminar at Princeton, 
N.J., for deans and members of faculties of pharmacy schools 
throughout the country. The forum acquainted faculty members 
with processes and philosophies of the modern ethical pharmaceutical 
industry and gave manufacturers an opportunity to learn how they 
can better be of assistance in the preparation of young men and 
women for the profession of pharmacy. 

As you know, the pharmacy laws of the various States are enforced 
by a board of pharmacy in each State. The council has throughout 
its existence offered its assistance to these boards by providing any 
information we can which will help State boards to obtain good legis- 
lation in the pharmacy field and to enforce their laws effectively. 

The council is particularly concerned with the practice known 
as substitution. Substitution is the dispensing of a different drug 
or brand of drug in place of the drug or brand of drug ordered or 
prescribed, without the express permission of the prescribing prac- 
titioner. Substitution is an old problem. 

In ancient times the practice involved the ee of one drug 
by an entirely different drug, which frequently had the same physical 
appearance. Often fraud was involved but sometimes replacements 
were necessary when the drug of choice was not available because of 
war, drought, and other occurrences beyond the control of the mer- 
chants of that day. 

One of the first historical references to substitution dates back 
to 880 B.C. and there are references to it throughout the intervening 
more than 2,800 years. The first step taken against the practice 
may well have been the edict of Emperor Frederic IT in 1227. One 
of its sections required that medicines must be prepared according 
to the prescription or formula and the compounder must not cheat 
by the use of quid pro quo. This law forbade all substitution under 
the penalty of confiscation of all goods if done without the consent 
of the prescribing physician. 

35621—60—pt. 21-14 
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It appears that the problem of brand substitution first became of 
significance in the latter part of the last century. While we did not 
have the abundance of brand name specialities we have today, many 
physicians were prescribing drugs either by brand or with a designa- 
tion of the chemical name alone with the manufacturer’s name. 

In 1897 the matter became of such magnitude that the editor of 
the American Journal of Pharmacy saw fit to editorialize on it in 
his April issue and he drew the following line of distinction : 

Certainly every physician has a right to specify any particular manufacturer’s 
preparation, and the patient has a right to receive it. If the pharmacist to 
whom the prescription is presented for compounding does not care to furnish 
the product of the specified manufacturer, he has a right to decline and to re- 
turn the prescription. He has no right, however, to substitute his own or any- 
body’s else’s preparation for the one specified, even if he is sure the substitute 
is as good, or, as he may think, better. 

It is also of interest to note that the National Association of Retail 
Druggists adopted at their convention in Boston on September 28, 
1923 a “Principle of Pharmaceutical Ethics” and under a section 
headed “Duties of the Pharmacist in Relations With the Physician” 
it is stated : 

The pharmacist should not, under any circumstances, substitute one article 
for another or one make of an article for another in a prescription without 
the consent of the physician who wrote it. No change should be made in a 
physician’s prescription except such as is essentially warranted by correct 
pharmaceutical procedure, nor any that will interfere with the obvious intent 
of the prescriber as regards therapeutic action. 

In the Druggists Circular for August 1928 there was an article 
entitled “The Saints and Sinners of Substitution,” written by Harold 
Watt Hutchins. In emphasizing the importance of teachers in col- 
leges of pharmacy stressing the subject of trademark laws, he states 
that within the past month a certain manufacturer’s salesman had 
received 78 substitutes on 200 calls for trademarked preparations. 

Boards of pharmacy, which are agencies of State governments, 
became concerned with the problem at least early in this century. 
Bulletin No. 98, revised, of the old U.S. Bureau of Chemistry, issued 
in 1908, named seven States in which substitution laws were then in 
effect. They were Arizona, Idaho, Illinois, Maine, Maryland, New 
York, and Tennessee. There was also a law in Puerto Rico. 

In 1938, Lyman D. Kebler, formerly Chief of the Drug Division 
of the Bureau of Chemistry, gave a paper before the American 
Pharmaceutical Association entitled “Substitution, Its Evils and 
Need of Better Control.” In his paper he mentioned that most of 
the alleged substitutions referred to some time before during Chi- 
cago hearings of the Illinois State Department of Registration and 
Education consisted in the dispensing of preparations of manufac- 
turers other than the ones designated by the rescribing physicians. 

We all have witnessed the tremendous oretik of the drug industry 
during the past 20 years with the development of hundreds of new 
drugs marketed principally under brand names. The practice of 
brand substitution has also grown with copy houses imitating, when- 
ever possible, and in some instances counterfeiting, every specialty 
with any significant volume which can be copied. 

While boards of pharmacy were aware of this problem throughout 
the first half of this century, many became particularly concerned 
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about 10 years ago as more and more incidents came to their attention 
involving prescriptions upon which a brand of drug had been dis- 
pensed other than the one specified by the prescriber and the patient 
either suffered untoward results or did not respond properly to treat- 
ment. While it is difficult to list chronologically the Reanda taking 
a renewed interest in the problem, they would include most of the 
States of the United States. 


However, in 1952, at the annual meeting of the National Associa- 
tion of Boards of Pharmacy the following was adopted: 


Whereas the best interests of the profession of pharmacy are served by an 
uncompromising policy of strict adherence to the highest ethical standards; and 

Whereas the dispensing of drugs precisely in accordance with the physician’s 
prescription, having due regard for the fundamentals of the practice of phar- 
macy, is and always has been a basic tenet of the professional pharmacist’s 
code of ethics: Therefore be it 

Resolwed, That the National Association of Boards of Pharmacy condemn as 
unethical the dispensing of a pharmaceutical preparation or brand thereof 
other than that ordered or prescribed ; and be it further 

Resolved, That the board of pharmacy or similar agency in each State 
should have the power to take appropriate action against pharmacists engaging 
in such practice, including the power to impose fines and revoke licenses; and 
be it further 

Resolved, That this association urge the adoption of appropriate legislation 
and regulations, where not already in force, in all the various States, in order 
to carry out the purpose of the foregoing resolutions. 


Manufacturers of drugs dispensed principally upon prescription 
had also been concerned for some time with the problem and were par- 
ticularly impressed when they noted various boards of pharmacy tak- 
ing action against pharmacists who were found to be substituting. 
There was a general opinion that perhaps the best way to attack the 
problem was to encourage organized pharmacy to deal with its own 
problems, and that it would be advantageous to have an organization 
whose staff could work with boards of pharmacy, pharmaceutical as- 
sociations, and colleges of pharmacy to achieve this purpose. 

With this in mind the National Pharmaceutical Council was formed 
and the four purposes I have already read became the basis of opera- 
tion of the council. 

The council’s antisubstitution program was defined by its board of 
directors at its meeting on December 15, 1955, as follows: 


The antisubstitution activities of the National Pharmaceutical Council, Inc., 
have been and will be as set forth below. The council shall not, in connection 
with any of its activities or functions, collect the names or maintain lists of 
individuals, firms, or organizations engaged in, suspected of, or convicted of 
substitution. 


A. ACTIVITIES RELATING TO NONMEMBERS OF NPC 


1, Interviews with State boards of pharmacy relative to their organization, 
rules of procedure, activities, and authority with respect to substitution under 
existing law. 

2. Requesting boards of pharmacy to take action against substitution where 
the board has the required power. 

8. Assisting boards in the preparation and recommendation for adoption of 
legislation to give boards the necessary power if they do not presently have it. 
In supporting such legislation, the NPC administrators will not engage in lobby- 
ing within the meaning of Federal or State legislation. 

4. Compiling and furnishing to boards of statistics on the prevalence and dan- 
gers of substitution. 

5. Distributing literature and making speeches to explain the substitution prob- 
lem to pharmacists, pharmacy students, physicians, and others. 
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B. RELATIONS WITH AND INFORMATIONAL SERVICES FOR MEMBERS 
1. Collection and dissemination of statistics on the prevalence of substitution 
in the various States. 


2. Preparation and distribution to members of a manual and similar materials 
suggesting procedures to follow in shopping to determine whether there is a 
substitution problem with reference to a member’s specialty. 

8. Requesting members to engage in shopping activities to obtain evidence for 
submission to the boards of pharmacy. The NPC will do no shopping itself, 


all shopping being done by members on an individual basis when and where the 
members choose. 


4. Collection and dissemination to members of State laws, regulations, and 


Attorney General’s opinions relating to substitution and other pharmaceutical 
matters of interest. 


5. Distribution to members of the addresses of the boards of pharmacy in all 
States and the names of their members. 


6. Dissemination to members of information obtained in interviews with boards 


on enforcement policies or lack of them on the part of the various State boards 
of pharmacy. 


7. Furnishing of reprints of editorials, articles, and news releases of interest 
dealing with substitution. 

This is still a correct statement of our program. 

The representatives of the council do not appear before any legisla- 
tive committee, nor do we submit statements to such committees. The 
staff has, however, visited with boards of pharmacy and other groups 
and has attended meetings and talked about the problem, encouraging 
pharmacists to cooperate with the board of pharmacy in each State 
to eliminate this evil. 

Our relations with State boards of pharmacy are these. We do 
not appear before them. We do not file complaints with them or 
receive reports of decisions from them. We do what we can to urge 
them to be effective agencies of the State in stamping out substitution 
and other frauds of pharmacists licensed by them. We try to help 
them to be good law enforcement agencies. 

State and national pharmaceutical associations have passed reso- 
lutions condemning the practice of substitution and laws have either 
been passed or revised in many States. Specific regulations prohib- 
iting brand substitutions have been promulgated in many States. 
The substitution problem is of fundamental importance because the 

ractice undermines the patient-physician-pharmacist relationship. 

‘he public certainly must be protected. When an individual visits 
his physician to be treated for some ill, he expects his physician to 
prescribe the drug which, in the physician’s opinion, will be the best 
to return him to good health. It is the physician’s prerogative to 
prescribe whatever he sees fit. 

This is as it should be. Only the physician is qualified to diagnose 
his patient’s illnesses and to prescribe the proper drugs, and, equally 
important, it is the physician, not the pharmacist, who knows the 
patient’s history. The physician depends upon a variety of sources 
for his information about the newest drugs available. He may obtain 
his information from pharmacists, the literature, from professional 
journals, from meetings, from other physicians, or from professional 
medical representatives of pharmaceutical concerns. His choice de- 
pends often upon his own experience using the drugs on other patients 
or, when there is a choice of brands available, he may make his de- 
cision simply upon the basis of his confidence in some particular manu- 
facturer. This is his prerogative and no person should make any 
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change in the physician’s specification without consulting the phy- 
sician, 

However, when the patient presents the prescription for compound- 
ing to a pharmacist, the pharmacist has no right whatsoever to make 
any change in the prescription without consulting the prescriber, 
except the addition of such inert ingredients as are required in the 
act of compounding. The pharmacist does have the right, however, 
to contact the physician for his authorization to dispense a brand 
other than that prescribed. 

I am certain that we will all agree that this is the only way the 
dispensing of prescriptions can be properly handled under the Amer- 
ican system. For the pharmacist to impose his judgment upon that 
of the physician is assuming a responsibility which he is not qualified 
to assume. 

Most pharmacists are not anxious to assume this additional respon- 
sibility under ordinary circumstances. There are important legal 
questions as to the liability which a pharmacist may be assuming 
when he substitutes brands. A pharmacist has a great deal at stake 
in the way of education, reputation, and investment and he, too, feels 
the same obligation to the public as the physician. The ethical 
pharmacist will not dispense an unknown brand as he usually has no 
way of ascertaining whether there is adequate control exercised in its 
production and whether the manufacturer actually knows how to 
manufacture the particular product involved. 

The National Pharmaceutical Council has attempted to point out 
some of the problems involved in the manufacture of safe pharma- 
ceuticals in its booklet, “24 Reasons Why RX Brand Names are Impor- 


tant to You,” which has already been — to this committee, 


and I understand has been the subject of considerable discussion. It 
is my understanding that the subcommittee already has some in- 
formation pointing out some of the differences which exist between 
brands of the same drug. 

Attached to this statement is a bibliography of scientific literature 
which illustrates in detail the hazards which may be encountered if 
free substitution of brand name drugs is permitted without the express 
permission of the prescribing physician. 

The heart of the difficulty lies in the fact. that drugs bearing the 
same generic name are not necessarily therapeutic equivalents. Sig- 
nificant variations can and do frequently occur and the results can be 
harmful to the patient. a 

I do wish, however, to make clear that a physician, in prescribing 
a particular brand of drug for a patient may be doing so because that 
brand has characteristics which the physician wants his patient to 
have and which may not be present in other brands. The generic 
name does not indicate to the dispensing pharmacist what these char- 
acteristics are and he cannot necessarily tell from reading the pre- 
scription why the prescriber chose the brand he did. If the pharma- 
cist is permitted to substitute the so-called genereic equivalent, he very 
likely is not substituting a drug with equivalent characteristics and 
may be defeating the very purpose of the physician in selecting the 
brand of drug he chose. , 

I would like to give the subcommittee a few general illustrations of 
the problems involved. As you know, many drugs are dispensed in 
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ointment form. The vehicle or base in which the drug is contained 
is rarely the same among the various brands of drug on the market. 
If a patient has allergies which the physician must consider in pre- 
scribing for other aliments, he may select a brand of drug which he 
knows is in a type of base to which his patient is not allergic. Tam- 
pering with such a prescription could be harmful. Similiarly, if a 
drug is pescribed which must be given in sustained release medication, 
it may be of crucial importance to the patient that a proper level of 
the drug be maintained in the patient’s system over many hours. 
Failure of the sustained release mechanisms to operate correctly can 
oo a severe overdose of the drug given. Not all sustained release 

evices have proven equally effective and a physician may properly 
wish to assure success by prescribing a brand of drug with which he 
is familiar. 

Caloric content is another consideration which may cause the pre- 
seriber to select a particular brand of drug for diabetic patients. 
Wide variations in caloric content occur between brands and it is im- 
portant that the physician get exactly what he prescribes. 

I hope the subcommittee will carefully consider the scientific studies 
referred to in the bibliography. The literature is extensive and it is 
impossible to analyze it in detail before the subcommittee. The prob- 
lem is a grave one, however, and the National Pharmaceutical Council 
is unalterably opposed to any proposal which will interfere with the 
freedom of physicians to use their unfettered best judgment in pre- 
scribing for their patients. 

Because drugs with the same generic name are not necessarily 
therapeutic equivalents, we have recently undertaken a hospital rela- 
tions program which is designed to assist the health team in resolving 

roblems presented by the development of hospital formularies. It is 
impossible to define a formulary precisely because they vary widely. 
In general they are a list of drugs which are used in the hospital em- 

ploying the formulary. 
he NPC has never taken an official position on hospital formularies. 

I should like to comment on a charge made against the National 
Pharmaceutical Council by Dr. August Groeschel, one of the witnesses 
this week, that NPC wages— 


a campaign of threats and intimidation against hospitals and hospital pharma- 
cists who are applying the hospital formulary system— 


and is engaged in— 


a continual harassment of the hospital formulary system and the hospital people 
and the hospital pharmacists (p. 5294 of transcript). 

It is quite clear that anyone making such a charge cannot possibly 
be familiar with the National Pharmaceutical Council, its policies and 
its activities. I am confident that any of our 22 members who felt 
that we resorted to this sort of conduct against institutions and people 
who are in fact our good customers would no longer desire to maintain 
membership in the council. These charges are false and unfounded. 

Mr. Drxon. Would you mind being interrupted at that point, sir? 

Mr. Stewart. No; not at all. 

Mr. Drxon. Since you brought that up, at page 5291-A of the 
transcript is the job description sheet of Mr. Woods under the pur- 
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poses and functions of the assistant in hospital relations is the state- 
ment: 

To slow up, if not to stop, the trend of more and more hospitals adopting a 
compulsory formulary system. 

What does than mean ? 

Mr. Srewarr. May I tell you, first, sir, correct you just a little bit. 
The record is wrong. That is not a definite job description for one 
man. That is the job description that was written by the hospital 
committee of the National Pharmaceutical Council, which applied 
to the selection of a man. We were combing the country. It took us 
a year before we finally hired Mr. Woods. This was just our basis for 
operation. 

Mr. Drxon. I gather you found the man who most fitted the de- 
scription. 

Mr. Srewart. We interviewed and talked to a number of men. We 
selected Mr. Woods. 

Mr. Dixon. Did you hire him? 

Mr. Stewart. We certainly did; he is here today. 

Mr. Dixon. Go ahead, sir. 

Mr. Stewart. Do you have any further questions ¢ 

Mr. Dixon. No. 

Mr. Srewarr. I will proceed, then. 

At meetings NPC representatives usually point out that they are 
not opposed to formularies where they are used only as an educative 
technique by hospitals in offering pharmacology and therapeutics 
training to residents, interns, nurses, and other hospital personnel. 
The point is that a voluntary formulary which does not restrict the 
prescribing habits of a physician is proper. We feel that every formu- 
Jary should state clearly how a physician is to obtain for his patients 
any drug not listed in the formulary. 

We also believe it is in the public interest to require that the pre- 
scribed drug must be dispensed. This position is taken because the 
prescribing prerogative of the physician should remain inviolate. If 
a physician does not care which of the so-called generic equivalents is 
dispensed, he certainly may prescribe by generic name instead of by 
brand name. Most hospitals are not equipped to analyze many of 
today’s potent drugs and determine whether the drug prescribed and 
the so-called generic equivalent drug proposed for substitution are, in 
fact, equivalent, either chemically or  datiae ial 

The National Pharmaceutical Council is still exploring the effect 
hospital drug dispensing practices have on the public, physicians, the 
pharmacy profession, and the pharmaceutical industry. 

Wherever drug-dispensing practices in hospitals show improper 
consideration for the public, the physician or the pharmaceutical 
industry, the council will bring such practices to the attention of hospi- 
tal pharmacists and hospitals. 

We will be happy to answer the subcommittee’s questions and to 
cooperate in anyway we can, but we are not here to apologize for our 
organization or our program. The public interest is our first concern. 
We are proud to be a part of America’s health team. We shall never 
oppose any constructive proposal. But, we insist that the medical 
profession be left free to prescribe exactly what it sees fit and that 
the public be assured that it gets what the doctor prescribes. 
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Mr. Chairman, I do want to thank the committee for the permission 
to present this statement. 

(The attached biographical data may be found on p. 11862.) 

Senator Harr. Doctor, we thank you for a very fine and, I think, 
effective statement. 

Mr, Stewart. Thank you. 

Senator Harr. I would welcome suggestions as to whether it is 
desired that we proceed for a while. May I inquire of Dr. Stewart 
whether you have any preference whether we break off for the lunch 
recess or undertake to proceed with questioning ? 

Mr. Srewart. I have no preference at all, Mr. Chairman. 

Senator Hart. May I suggest that we proceed until 1 p.m. and then 
break for lunch. 

Mr. Cuumpris. Mr. Chairman, before we get into questions—Doc- 
tor, a moment ago Mr. Dixon read from page 5291-A : 

Job description: To slow up if not stop the trend of more and more hospitals 
adopting a compulsory formulary system— 
and you started to answer. 

Before you did that, you said : 


Let me state what this job description was. 


Was that the complete answer? Were you going to comment on 
that quote at all? I wasn’t sure whether you had finished your state- 
ment or not. 

Mr. Stewart. Yes, I had; thank you. 

Senator Harr. In your rich history of the problem of substitution, 
you take us back to the year 880 BC It is quite true, is it not, that 
until relatively recently, and I should be more precise, because that 
would take us a long way back when we start at 800, but only in the 
matter of recent years has the problem of substitution been thought, 
by some at least, to include the problem of the substitution by trade 
name? ‘The basic history of substitution, as I get it, is the old argu- 
ment of the physician a thousand years ago prescribing the root of one 
kind of tree and the pharmacist chopping dowtt another kind of tree. 
A great deal of this history that we are talking about here has to do 
with the older school of pharmacy. The concern which is yours, the 
most acute concern at the moment, has to do with this problem that we 
have heard about this week, of taking something that—we will assume 
this to be the case—meets U.S.P. standards, but one brand and another 
brand are on the shelf, and the doctor has written a prescription for 
brand A, and for one reason or another the patient is given brand B. 
This is the kind of substitution which is of special concern to you. I 
just want the record to be clear on that. 

Mr. Stewart. No; it isn’t, Senator. If I may explain—— 

Senator Harr. Yes; go right ahead. 

Mr. Stewart. I might tell you that in the addenda there in our ex- 
planations you will find that I served as the president of the Na- 
tional Association of Boards of Pharmacy, and Mr. Powers did, too. 
We have been concerned with all substitution, sir, wherever a product 
is dispensed that the physician does not prescribe. 

Senator Harr. I am sure there was always a defense lawyer in 


those days, but I am not sure anybody argued in favor of substituting 
one root for another. 
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Mr. Stewart. They shouldn’t. 

Senator Harr. I didn’t mean to imply that you are for that point. 

Isn’t the emphasis on brands today ? 

Mr. Stewart. The emphasis today is upon brand medications; yes. 
This is the type of medication that is being dispensed. The emphasis 
30, 40, or 50 years ago was upon the galenicals, and one thing and 
another of that type, which were the types being dispensed back in 
those days. 

We had very few brands at the turn of the century, very few brands 
of anything, I guess, in this country, and our drugs, of course, didn’t 
start in this country to any great degree until after World War I 
shut off the German and Swiss companies in sending their chemicals 
to this country; and so the American drug industry really got started 
after World War I. However, there were a few brands, and it was a 
deplored thing back, as I noted in my presentation, back in the late 
1800s. 

Senator Harr. All right. 

Now, then, my last point: My judgment is tentative with respect to 
most of the questions that have been developed. I think in honesty 
I should indicate a conclusion at this point that is necessarily tenta- 
tive, but less so than some of these other problems we run into around 
here. I wish you would tell me again why you think it is wrong for 
a hospital to have a formulary. 

Mr. Srewart. Senator, I don’t think this is wrong at all. We 
don’t say that; we have never said that. We think it is wrong 

Senator Harr. Where do you move in on it? Where do you become 
critical of it? 

Mr. Stewart. I will answer you, sir. We think it is wrong for a 
hospital to maintain a mandatory type formulary, not allowing the 
physician any area of diversion, not allowing him any selection 
of drugs. 

Let me take you back to my experience in World War I. We hada 
hospital sergeant attached to our battery in World War I. All he had, 
Senator, was aspirin, quinine, and iodine. We were limited to that. 

I don’t think we should be limited to a strict formulary. When I 
say “we,” I mean physicians. I don’t think physicians should be 
limited to it. I think they should be given the right to practice in 
the hospital as the individual physician would practice in his private 
profession. 

Senator Harr. The individual physician now practicing in the 
medical service is limited. 

Mr. Srewart. That is correct. 

Senator Harr. Hospitals have a formulary. 

Mr. Stewart. That is right. 

Senator Harr. But you say it is wrong. 

Mr. Srewarr. I don’t agree with it. I don’t approve of it. 

Senator Harr. The New York Hospital has a formulary. 

Mr. Stewart. Yes. 

Senator Harr. You don’t agree with it? 

Mr. Srewarr. Not unless the physician has the right to get the medi- 
cation that he may specifically want. Now, if it is a mandatory for- 
mula and he cannot get it, then we are against it. 

Senator Harr. Yes. 
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Mr. Srewarr. But if it is a formulary where he can get the prep- 
aration that he prescribes and wants, then there is nothing wrong. 
We have no objection to them, sir. 

Senator Harr. As a taxpayer, do you object to the method the 
Federal Government adopts in providing medication for the Armed 
Forces? 

Mr. Stewart. I didn’t say that, sir. 

Senator Harr. I would wonder if, as a taxpayer, you would object. 
Loan understand why, as a spokesman for the association, you might 
object. 

Mr. Stewart. Yes, sir; I would. 

Now, let’s look at this picture. 

I think Mr. Dixon, I believe it is, made the statement a while ago 
about the $214 billion drug industry. You know that isn’t anywhere 
near as much as we send to foreign countries in foreign aid. 

Suppose another billion dollars is added to it. We are still under 
what we spend in foreign aid, Senator, and we are still under what 
we spend in the Agriculture Department. 

You know, why equate life and health with dollars? I mean, as a 
taxpayer I don’t go for it either. 

Senator Harr. I would as a citizen go for it, if I thought the De- 
fense Establishment was equating its drug procurement with dollars 
instead of life. But there is not one line of testimony on this in the 
record, and I hope we can clarify from you whether you think they 
are jeopardizing life in the method of their drug procurement. 

Mr. Stewart. Indeed, I wouldn’t know that. 

Senator Harr. Now, wait a minute. This is of just as much seri- 
ousness as a welfare case, to me. 

Mr. Stewart. Yes, sir; that is right. 

Senator Hart. We have a system that is in effect a formulary for 
the military. 

What I am trying to clarify is, what kind of formularies do you 
agree with? The military is one where the physician cannot buy 
outside. You don’t agree with that, do you? 

Mr. Stewart. Senator, I have a serious eye infection in this eye. 
I have gone to my doctor and he wanted me to have this particular 
bottle of medicine. It cost $10. Now, I know what it is. It is methyl 
prednisilone, but that isn’t what this particular bottle is, This par- 
ticular bottle is a lrand-name preparation, and that is what I want 
for me. That is what this particular doctor, Dr. Town in New York, 
wanted to treat this infection on the back of my eye with, and this is 
what I want, and I think all of us should be entitled to receive what 
the doctor wants. 

Now, had Dr. Town wished me to have methyl prednisilone, gener- 
ically, he would certainly have prescribed it. I would have argued 
with him as a pharmacist, because I would not want just anybody’s 
methyl prednisilone. 

Senator Harr. Intentionally I didn’t do it, but I wanted to pursue 
that thought. 

Mr. Woods sought to inject a comment there, and I welcome it. 

Mr. Woops. Senator, I would like to comment in this respect. with 
regard to your question concerning the purchasing of drugs by the 
Government service. I believe you had witnesses within the last 2 
or 3 days who did represent the armed services. 
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Senator Harr. We did; yes. 

Mr. Woops. With respect to your question, I wanted to point out 
that, while I did not have an opportunity to read or study carefull 
their entire statement, they did point out that before they ia 
these drugs—at least it was my understanding from a briek review— 
that they inspected the plants, they have people who are capable of 
analyzing the drugs, can that type of ability and standards in their 
operation is entirely different from a compulsory type formulary 
where you have nobody inspecting a plant and no one analyzing the 
‘drugs to find out whether these drugs are actually equivalent. 

Senator Harr. I am conscious of the distinction between the mili- 
tary procurement with its very careful inspection and some others, 
but the point I was trying to develop with Dr. Stewart was his em- 
phasis on the necessity that there be absolute freedom, and as I under- 
stand it, there isn’t absolute freedom in the case of the military doc- 
tor. He was placing great emphasis on that. 

Mr. Woops, I am not familiar with how they practice this in the 
Government hospital, and I have not been exploring that area since 
I have been on this job. But I only wanted to comment on it, address 
myself to your original question about what type of formulary we are 
opposed to, and some of the built-in operations of the formulary. 

I think some of that some testing and same examination and analy- 
sis is present in Dr. Groeschel’s hospital, which is unquestionably an 
outstanding hospital and has a fine hospital pharmacist there. 

I think he stated himself they had machinery to test these drugs 
which were used in their formulary that the average hospital did not 
have. 

Senator Harr. I am not clear on Dr. Groeschel’s testimony. I have 
the impression that in the case of their formulary—maybe that isn’t 
the right word for it—that’ a physician treating a private patient 
could prescribe anything, whether it was or wasn’t in the formulary. 
T think it didn’t have to do alone with staff and nonstaff doctors; I 
think it had to do with the category of patients. So that there was 
a measure of freedom, but it depended on what sort of accommoda- 
tions were available. 

Mr. Woops. That is their administrative problem, not ours. Our 
position is as long as the doctor can get what he prescribes, if he 
wants to write that generic name, why that is his business. 

If he does prescribe by the brand name, we feel that he should be 
entitled to get it. So long as the formulary provides that service, we 
certainly have no quarrel with it. 

Senator Harr. Assuming Dr. Groeschel’s testimony to be correct, 
you do quarrel with the practice of that hospital in limiting the com- 
plete freedom of the physician to those cases only which are first class? 

Mr. Woops. I am not that familiar with how he applies it. 

Senator Harr. I say, assuming my impression is right, there are 
categories of patients with whom drugs can be prescribed only off the 
list, others would meet the point that Dr. Stewart specified, if it 
needs what the physician wants. You would quarrel with that? 

_ Mr. Woops. i not at all sure that I understand your question, 
sir. 
Senator Harr. I am not at all sure that it is of great importance. 
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Mr. Drxon. Mr. Chairman, while you are on that point, I think that. 
it would be proper to put the next exhibit in the record as No. 403. 
This is an article entitled “The Formulary System Versus the New 
Concept of ‘Substitution.’” Mr. Chairman, this article was written by 
George F. Archambault, Chief, Pharmacy Branch, Division of Hos- 
pitals, U.S. Public Health Service. It bears directly upon the ques- 
tion that you have just raised. 

(Exhibit No. 403 may be found on p. 11797.) 


Mr. Drxon. I will read parts of it and ask for comments as we go 
along: 


Recently the National Pharmaceutical Council, through its hospital pharmacy 
representative, posed four questions concerning the use of the formulary system 
in hospitals. Its stated purpose in formulating these questions was to encourage 
open discussions among hospital pharmacists and administrators and representa- 
tives of the drug industry, in which the formulary system can be debated in an 
intelligent and mature way. The purpose of this article is to try to answer the 
four questions. 

The first question is: ‘Does the dispensing of a drug or brand of drug other 
than the one ordered by the physician, even where a hospital formulary exists, 
operate to place liability on the hospital or any of its personnel when the personal 
injury liability question is being litigated?” 

My answer is: This is a question of liability. Liability involves negligence. To 
prove negligence in court, three facts must be established: (1) There is a duty to 
exercise care, (2) there is a nonexercise of that duty, and (8) as a result of the 
nonexercise of that duty, someone suffers damages, or was injured. 

I say where there is a formulary committee and a formulary that has been 
approved by the medical staff, there has been no dereliction of duty. In fact, just 
the reverse. A critical evaluation of available drugs in each therapeutic cate- 
gory has been made by the staff through its committee: therefore, there has 
been no lack of exercise of that duty. So the first two elements necessary to prove 
negligence charges are missing, and the charges could not stand. 


THE FORMULARY AND NONLIABILITY 


I do not believe that the dispensing of a drug, ordered by a trade name under 
a generic name policy, operates to place a malpractice or negligence claim upon 
our hospitals, hospital administrators, physicians, or hospital pharmacists. It 
is difficult for me to conceive that the ust of a formulary system in a hospital, 
a system approved by the medical staff, could lead to the injury of a patient. 
Legal duty of the pharmacist, the administrator and hospital is quite clear—to 
furnish the drug called for under the system approved by the medical staff 
treating the patients. 

Blanket authorization or prior general approval by physicians to dispense 
by generic name may be given in several ways. 

1. Approval may be included in the language of the hospital medical staff bylaws, 
rules, and regulations. The following is from rules and regulations of one 
New York hospital : 

“The hospital pharmacy may dispense equivalent drugs for those ordered 
under a trade or proprietary name in the treatment of service inpatients and 
critical outpatients.” 

2. Approval may be a blanket approval signed by each physician. The follow- 
ing agreement is used by a Minnesota hospital : 

“T understand that the (blank) hospital pharmacy has been dispensing ac- 
cording to generic or official names and that unless I specifically indicate, I 
authorize the pharmacy to supply, in filling any of my prescriptions or drug 
orders, the drug under generic or official name which is identical with the brand 
name I may write. This authorization is valid until revoked in writing. 

“Date (blank). 

“(Blank) M.D.” 

When a staff physician is reappointed at this hospital, he supplies the following 
acknowledgement ; 

“T understand that at a regular staff meeting at (blank) hospital in (blank), 
the staff went on record to accept drugs by generic N.N.D., U.S.P., N.F. name. 
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This has raised no problem in my prescribing at (blank) hospital and I authorize 
the pharmacy to,continue this practice until I show revoking in writing. 
‘Date (blank). 


“(Blank) M.D.” 
3. Another hospital, a research center, has printed on its hospital-use pre- 
scription blanks the following: 


“Authorization is given for dispensing by generic name unless checked here: oO 
“(Blank) M.D.” 

In view of the above methods—all no doubt approved by hospital attorneys 
after conferences with State hospital association attorneys, and possibly attor- 
ney generals’ offices and the intelligent evaluation of drug therapy agents by 
the members of the pharmacy committees—it is the opinion of the writer that the 
use of a medical staff approved formulary system does not operate to place lia- 
bility on the hospital or its personnel. 

That was the first reply. Do you care to comment on it? 

Mr. Woops. I would have to read that. 

Mr. Drxon. You mean this hasn’t come to your attention before 
now ¢ 

Mr. Woops. It certainly has come to my attention, but I had no idea 
that you were going to read it to me and ask for comments. I will be 
happy to comment, but I hope you realize that I certainly cannot 
comment upon it in its entirety at this moment. But I would say first 
that the NPC is not objecting to the formulary system. It is object- 
ing to the product that can be dispensed under the system which 
authorizes the purchase of so-called generic equivalents, 

Mr. Drxon. This is liability, Mr. Woods. The first question that 
he is answering, the question that you propounded to this group—— 

Mr. Woops. That 1s right. 

Mr. Dixon. There can be no other inference from the question than 
that by doing this, the doctor, the pharmacist, and everyone else are 


exposing themselves to liability. That is a fair conclusion, isn’t it? 
I 1 y ’ 
Mr. Woops. I don’t think you could conclude that. 


Mr. Drxon. Shall I read t 
me from it? 

Mr. Woops. I think that the first paragraph stated these questions 
were raised so that they might be discussed among professional groups 
in general. 

Mr. Drxon. All you wanted was a discussion? You understand 
that people read this. Would it be abnormal to wonder if there wasn’t 
something wrong and they might be sued? Don’t you think that is a 
proper inference, the possibility of being frightened by it? 

Mr. Woops. Isn’t there a problem there to be considered if the two 
drugs are not equivalent ? 

Mr. Drxon. That is what we are considering now, sir. The first 
question that Dr. Archambault answered was, “Does the dispensing 
of a drug or brand of drug other than the one ordered by a physician, 
even where a hospital formulary exists, operate to place liability on 
the hospital or any of its personnel when the personal injury liability 
question is being litigated ?” 

Isn’t it fair to say that what you have placed before this group 
poe “ hospitals and doctors, by this question, is the possibility of 

iability ? 

Mr. Stewart. Mr. Dixon, may I make an observation here? T don’t 
know, I believe you are reading from George Archambault’s paper. 
He is a pharmacist, sir. You are taking it as excellent legal opinion. 


e question to you again so you can answer 
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I don’t think that the record should show that Archambault is one 
of the top legal experts in this area, or in the United States. I don’t 
think that the committee would want to assume that he was, sir. 

Mr. Drxon. I find the article very interesting. I asked for your 
comment. I will read you his qualifications: 


George F. Archambault, LL. B., doctor of science. 


Mr. Srewart. I have that same degree. 

Mr. Dixon. Does that make you a doctor ? 

Mr. Stewart. No. 

Mr. Dixon. Do people call you doctor ? 

Mr. Stewart. Yes, they do. 

Mr. Drxon. His qualifications continue : 

Chief, Pharmacy Branch, Division of Hospitals, U.S. Public Health Service.. 

What does that mean ? 

Mr. Srewarr. It means he has been there for a certain number of 
years, sir, I imagine. . 

Mr. Drxon. It means that if he is there, he fits the job require- 
ments. 

Mr. Srewart. That is generally the case in government, I believe, 
if I know it at all, if I know civil service at all. , That is generally the 
case, sir. 

Mr. Drxon. Do you deny this man’s qualifications ? 

Mr. Srewart. I did not deny them. I am just questioning his legal 
ability, sir. He is a pharmacist, and practicing as a pharmacist. 

Mr. Drxon. He is Chief of the Pharmacy Branch of the Hospital 
Division, and this question deals with hospitals, and you said hospi- 
tals 

Mr. Stewart. With the legal aspects of it, sir; not with the phar- 
maceutical aspects. 

Mr. Dixon. This was your question, and this is his answer. I ask 
whether you haveacommentonit. + 

Mr. Woops. Well, I would have a comment very similar to Dr. Stew- 
art’s. I don’t feel that his answers are conclusive, and I certainly was 
not stating that there was a liability. 

But let me back up a minute. When we got into this hospital pro- 
gram, or when I first came into it, we thought, at least I did, that it 
was a matter of education, that there was a very serious problem, 
that the industry was concerned with some of the dispensing practices 
in a hospital, and I have felt the hospital pharmacy group was an out- 
standing professional segment of the pharmacy profession, and I knew 
that there were some problems, and I felt that I should talk with those 
groups, and I have talked with a lot of industry people, and I have 
talked with a lot of hospital pharmacy people. 

I think that your records will show from the material we have given 
you that we did have an NPC law committee, and have discussed some 
of these problems in this general area, and frankly, this question arose 
from some of the law committee discussions. 

I did raise the question, certainly, not to harass anyone. I don’t 
think that it was assumed that was the intention. But it was merely 


a problem that we thought should be discussed and offered to the pro- 
fessional association. 
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Mr. Dixon. These questions have been repeated time and again, 
haven’t they ¢ 

Mr. Woops. Where? I have only raised them one time. 

Mr. Drxon. We will go into that a little later. Let me move to 
the second question : 


The second question is: “Does the hospital acting through the pharmacy and 
therapeutics committee have the legal power to authorize a hospital pharmacist 
to dispense a drug or brand of drug other than the drug or brand of drug 
prescribed?” 


This is Dr. Archambault’s reply: 


My answer is: The hospital itself doesn’t have the authority. It is the medi- 
cal staff that authorizes the hospital to so act. The physicians themselves have 
this authority. The hospital merely acts as the agent of the medical staff. 
When the pharmacy and therapeutics committee sets up a formulary system 
and the medical staff as a matter of policy approves the program and turns 
it over to the hospital for implementation, the formulary system is being prop- 
erly conducted for the physicians. In other words, the hospital is only carrying 
out the professional mandate of its physicians. Could this be contrary to law 
or public policy or patient welfare? 

“And if permission is given to the physician,” the second question continues, 
“may it be given prior in time to the writing of the prescription or chart order?” 
In other words, the questioner is asking, Don’t you have to obtain permission 
subsequent to the writing of the prescription or medication order each and every 
time, or can you obtain a blank authorization? 


THE TEST OF REASONABLENESS 


My answer is that the law of reasonableness must apply. Is it reasonable to ex- 
pect the physician operating in a hospital atmosphere to give his permission 
each and every time when he has once so stated his wishes? If he gives permis- 
sion once, a blanket authority, isn’t that enough? I do believe that’s what the 
courts will tell us when this issue is finally litigated. 


Do you care to comment on the second question, sir? 

Mr. Woops. No, sir. I think that will have to be finally decided by 
the courts and possibly by receiving comment from the American 
Medical Association as to how they feel about prior consent and some 
of the other elements in that question. I think that is a physician’s 
question. Our position is that it is the physician’s prerogative to pre- 
scribe what he wishes. 

Mr, Dixon. The third question you propounded is: 


“Where hospital formulatory policies cause a delay in obtaining drugs not ap- 
proved by the formulary or where formularies state that proprietary name drugs 
are synonymous with official title drugs, can it be said that the hospital phar- 
macist is really discharging his duty with an optimum of professional and 
ethical consideration and further, do these statements give full recognition to the 
M.D.’s prerogative to select drugs?” 

My answer is: Do such hospital pharmacy policies actually cause delays? 
I know of no such situation. I know that if a hospital needs a drug, whether 
it be in the formulary or not, it simply calls the local wholesaler. If it is an 
emergency, the drug is immediately sent out by the wholesaler, or a car is 
sent for it by the hospital. This is no different from the practice of the corner 
druggist. Certainly drug wholesalers take pride in telling hospital personnel, 
that in an emergency, they make prompt delivery. So, I ask, isn’t this a 
“moot” question? 

THE FORMULARY AND MEDICAL RIGHTS 


The next part of the question asks in effect: “Does the formulary service 
give recognition to the M.D.’s prerogative to select drugs?’ I know of no 
physician, who understands and operates under the formulary system discussed 
here, who has found fault with the system. In fact, physicians tell me they 
like it, because it gives them a medical staff committee procedure for the un- 
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biased evaluation and stocking of drugs of the high quality they seek at the 
best available market price. In many instances, this is through competitive 
bidding; therefore, in addition to the use of high-quality drugs, economic sav- 
ings are passed on to their patients. If a physician or a group of physicians 
has faith that the hospital will stock only quality drugs from quality houses, 
what prerogative is lost? 

Do you care to comment on that ? . 

Mr. Woops. I certainly couldn’t comment on that paper in a com- 
prehensive manner without having it before me. I would like to read 
one statement that I took from a formulary when that question was 
raised, and it was this: 


Should a chief of service desire the use in an emergency of a nonapproved 
drug, he should contact the formulary committee for approval for purchase of 
the drug by the pharmacy. 


The committee will then notify the pharmacy to purchase and supply the 
drug to the floor for the specific patient. 

Mr. Dixon. I think that part of it may have been answered in—— 

Mr. Woops. I think that he stated that he knew of no case where 
there was any delay, and I merely raised a question, and pointed out 
ae statements in formularies that did raise the question in my 
mind. 

It would appear that there were delays, and it would indicate such 
by the formulary. One think that I think would be helpful to the 
committee, and I’m not sure that you have a misconception about it, 
but there are all kinds of formularies. When you state a formulary, 
there is not just one kind of formulary. 

There are bound formularies, there are loose-leaf formularies, there 
are formularies that are revised once every 2 or 3 years. There are 
some that are not revised for 7, 8, or 10 years. There are all kinds, 
and it is the use of formulary that does not show proper regard for 
the physician’s request and prescription that we are objecting to, 

Senator Harr. [ think that we should take that 1 o’clock recess, 
Assuming that a Senate rollcall is not in progress, we will resume at 
2:15 p.m. ‘ 

(Thereupon, at 1:05 p.m., the subcommittee recessed to reconvene 
at 2:15 p.m.) 

AFTERNOON SESSION 


(Present : Senator Hart (presiding).) 
Senator Harr. The committee will be in order. 
Mr. Dixon. We are ready to proceed. 


Mr. Chairman, I had reached the fourth question in Dr. Archam- 
bault’s article: 


“How can a board of pharmacy allow hospital pharmacists to dispense a drug 
or brand of drug other than the one prescribed without the board being accused 
of using a dual standard for pharmacy law enforcement?” 

The answer is really very simple: Pharmacists in hospitals do not dispense 
a different brand from the brand intended or prescribed. It is understood by all 
concerned that when the physician prescribes by trade name, the rules of the 
formulary system are such that the pharmacist may dispense a product under 
its generic name, unless the physician indicates by some means other than the 
writing of the name that he wants a particular brand product only. An im- 
portant point to remember is that a pharmacist in a corner drugstore can do 
the same in his community pharmacy practice where he obtains such blanket 
authority from his physicians. How can anyone claim that this is substitution 
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when the National Pharmaceutical Council definition reads, “the dispensing of a 
different drug or brand in place of the drug or brand ordered or prescribed with- 
out the expressed permission of the prescribing physician”? 

Mr. Chairman, this next portion brings us back to just about where 
we started on this subject when you asked about historical references 
with respect to substitution. 


CHANGING DEFINITION OF “SUBSTITUTION” 


Some 28 years ago when I started to practice pharmacy, “substitution” meant 
one thing—the dispensing of a wrong chemical or drug, one different from that 
prescribed. Only occasionally did we hear “substitution” then being applied 
to trade versus official name substances. Then came 1955 and the NPC definition 
for substitution that enlarged the meaning to include a switching of brands 
without the expressed permission of the prescriber—a good definition and one 
that benefited patient care; a definition that in effect said pharmacy must 
respect the physician’s wishes for a particular brand. 

Today, a new concept of substitution is being proposed. Its proponents seek 
legislation to make criminal the dispensing of prescriptions or medication orders 
of a brand other than that called for on the prescription, even when the 
physician has given a blanket or prior consent or authorization for dispensing by 
generic name. In other words, some would say that the physician cannot pre- 
scribe by generic name unless he has the pharmacist call him each time, after 
the order or prescription has been written, in spite of having given prior blanket 
authorization. 

Only time will tell what the medical and dental professions, and the hospitals 
and practicing pharmacists of the country—whether in community, educational, 
government or hospital practice—will say to our State legislators and the Ameri- 
can people when they seek our opinions as to the worth of such proposed legis- 
lation to the public health, to patient safety and to good hospital care. 

A final and important word. Hospital administrators and hospital pharma- 
cists do not have the “unwelcome” mat out for State pharmacy board officials 
and inspectors as some of our pharmaceutical journalists would have you believe. 
As individuals interested in sound medical and pharmaceutical service, they wel- 
come such calls despite what some elements of pharmacy may say to the con- 
trary. Hospitals in Washington and Virginia, for example, have done an ex- 
cellent job in conferring with all groups involved in hospital and nursing home 
patient care to work out mutually acceptable regulations for drug control in 
hospitals, clinics, nursing homes, and homes for the aged. We need more of 
such cooperative planning at State levels. 


The article continues, but I won’t burden the record by reading all of 
because it will be made a part of the record. Do you care to comment 
on question 4 and the answer by Dr. Archambault? 

Mr. Woops. First, I am sure you realize that it would be impossible 
for me to comment on this short notice on the entire statement which 
you have just read. Several points do occur to me. 

First, there is another article by Dr, Archambault in the May 1 issue 
of the Journal of the American Hospital Association and I would like 
to read one paragraph there. 

Mr. Drxon. Do you have the whole article, sir? 

Mr. Woops. Yes, sir; I only have a photostat. 

Mr. Drxon. That is all right if it is the complete article. 

Mr. Woops. Yes, sir. But in answer to what you read to me, I would 
like to read one paragraph that Dr. Archambault wrote, if I may, Mr. 
Chairman: 

Remember unless the hospital has the voluntary consent of medical staff 
for its formulary and general name approach, the drug industry does not have 
sound and justifiable cause for complaint and so do physicians. Without such 


consent, the so-called formulary becomes a chiseling proposition, not ethically; 
morally, or legally correct. 


35621—60—pt. 21——-15 
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Mr. Drxon. I would think, from what we have been talking about, 
that we assume there is voluntary consent for the formularies ? 

Mr. Woops. The only reason that I read that is that I think Dr. 
Archambault and NPC both would agree there must be some areas 
in which formularies may not be used properly. 

He addressed himself to that by using that statement which is 
really all I have ever done or NPC has done in bringing to the atten- 
tion of hospitals and hospital pharmacists the problems that we see. 

I would like to comment further. Another comment I would like 
to make in reply to one statement that Dr. Archambault had, I don’t 
remember exactly how it read, but it concerned the retail pharmacists, 
could do the same thing as the hospital pharmacist if he obtained 
blanket consent from the prescribing physician. 

It seems inconsistent to me that Dr. Abautieilt would recommend 
these high standards for hospital pharmacists and for hospital for- 
mularies in which the article would establish the most complex stand- 
ards, including drug evaluation, by a committee of physicians and a 
critical evaluation of drugs alleged to be equivalent to govern the con- 
duct of hospital dispensing and yet say to the retail man, “All you 
have to do is go out and get the physician to sign a card which author- 
izes you to dispense any drug you feel is equivalent to the brand pre- 
scribed.” 

Mr. Drxon. Certainly, if he went out and secured such an author- 
ization, he would have it, would he not.? 

Mr. Woops. Counsellor, I don’t feel it would be the same if the hos- 
pital pharmacists have set up this committee that has all of the au- 
thorities that Dr. Groeschel told you he had on his committee for 
evaluating these drugs for an institution like he has. 

T can’t see that you have the same safeguards built into this sug- 
gestion for the retailer that Dr. Archambault has made. 

Mr. Drxon. That, I think, is axiomatic from what you say and what 
we have heard. 

But on the point of whether or not he would have authority to do 
it, would it not be that he would have such authority if the doctor 
would give him such blanket authority ¢ 

Mr. Woops. If the doctor would give him authority he would have 
authority. 

Mr. Dixon. That is correct. 

Mr. Woops. I couldn’t argue with that. 

Mr. Dixon. That is correct. 

Mr. Woops. But whether it would be a good thing, I couldn’t argue 
and I don’t think that is probably what you are asking anyway. 

Mr. Drxon. No, I didn’t ask that. I just pointed out the fact that 
you said that a neighborhood pharmacist, when he had the neighbor- 
hood doctor give him this authority 

Mr. Woops. Mr. Archambault suggested that. 

Mr. Drxon. Yes. 

Mr. Stewart. May I comment? You asked for other comments, 
Mr. Chairman. Just to show the fallacy of some of the statements that 
are in that article that you read, I made a note or two here. 

Dr. Archambault is a very eminent man in Government service. 
He is not a practicing pharmacist. He hasn’t been for years, and he 
did make the statement in the article, I believe you read, that 20 years 
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ago when he started substitution means one thing. Today it means 
a different thing. ; 

Now, I want you to know, sir, that 45 years ago when I started, it 
still meant substituting one product for another. i 

As I brought out in my statement, back in 1897, back in 1923, back 
in 1928, again in 1938 and the National Association Boards of Phar- 
macy resolution in 1952, these were all prior to the time the National 
Pharmaceutical Council started. I do want to bring out the fact that 
that is not a correct statement. 

He did also mention the fact that the NPC enlarged on it and I 
want to apply the same reference to his statement there, that these 
were enlarged on prior to the time the NPC was ever conceived. 

Mr. Drxon. As to change, if you will refer to your document 
477— 

Mr. Woops. As to what? 

Mr. Dixon. Your numbered document 477. Mr, Chairman, may it 
be marked as exhibit 404? 

Senator Hart. It will be received and given that identification. 

(Exhibit No. 404 may be found on p. 11801.) 

Mr. Srewarr. I am sorry, Mr. Chairman, we don’t have that docu- 
ment with us. 

Mr. Woops. What is that, Mr. Chairman ? 

Mr. Dixon. It is a letter dated May 20, 1959, from Mr. Henry S. 
MeNeil, president of, I believe, McNeil Laboratories, to L. Eugene 
Daily, M.D., vice president, Eaton Laboratories Division, Norwich 
Pharmacal Co., Norwich, N.Y. The pertinent parts of this letter are 
in paragraphs two and three: 

I notice that on page 4 of your talk you referred to the work of the National 


Pharmaceutical Council in the hospital field. This segment of the NPC’s work 


is now headed by William Woods and I have enclosed a copy of his background 
sketch. 


When the NPC started, there were only four States with any kind of anti- 
substitution laws; thanks to the efforts of this group, 44 States now have proper 
regulations to insure faithful filling of the physicians’ prescriptions. 


In view, Mr. Stewart, of what you said: 


Mr. Stewart. Would it be possible for me to see the document, Mr. 
Dixon ? 


Mr. Drxon. Certainly. 

Mr. Stewart. The reason I ask for it is because this is a letter from 
somebody to somebody else, and not out of our office. 

Mr. Dixon. It came from your files, sir. 

Mr. Stewart. It is a copy of a letter, yes. I think, Mr. Chairman, 
you will agree in the statement I gave you this morning that there 
were more than four States. I outlined the ones to you, the States 
that back in 1908 had substitution sections in their laws. 

Now, Mr. MeNeil is not actively on the staff of the National Phar- 
maceutical Council. This evidently is a personal letter addressed to 
“Dear Gene” and signed Henry or HSM and I don’t know whether 
he was being really very factual in what he said or not. 

Mr. Dixon. Could it be possible that there were some differences 
in interpretation of the meaning of the law as you describe it and 
the changes brought about by your efforts and your programs and 
campaigns? 

Mr. Srewarr. To what the laws what? 
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Mr. Dixon, How the laws were interpreted and what they meant, 
em to the establishment of your council and your campaign to 
ring about the changes that you have espoused through the council. 
Mr. Stewart. No, sir, I don’t think so. I think the laws are rather 
explicit when they are written. I know I can speak for my own 
State of Arizona. Arizona was one of those States that had an early 
antisubstitution law, and we knew what it meant. 

Mr. Dixon. Would you say eight States would be a fair enough 
number then? 

Mr. Srewart. I am not making any statement relative to that. I 
am just telling you that possibly Mr. McNeil didn’t have all the facts 
at his fingertips when he dictated this letter. 

Mr. Drxon. I will point something out without putting another 
document in the record. This is an address by Mr. Powers at the 
NPC Substitution Clinic January 16-17, 1958, Miami Beach, Fla. 
On the third page of his speech is this paragraph: 

This is the general situation which confronted us in the fall of 1954 when 
we started contacting boards. There were then to the best of our knowledge 
only eight which we could count upon to take some kind of action against a 
substituting pharmacist. These were Arizona, California, Connecticut, Mary- 
land, Massachusetts, Minnesota, New Jersey, and Oregon. While some of the 
others may have taken a definite position, it was not generally known. 

So the difference then is between four and eight States. 

Mr. Stewart. I will refer that to Mr. Powers, if it is all right. 

Mr. Drxon. Do you care to comment on that, Mr. Powers? 

Mr. Powers. The question of a board taking action and whether 
there was a section in the pharmacy law which applied are two dif- 
ferent things. Now I don’t know offhand how many States have 
general sections in their laws covering substitution. From memory 
I am fairly certain there were more than eight, because if there were 
seven back in 1908, I feel pretty sure that there were more than that 
in 1954. 

Mr. Drxon. Mr. Chairman, for clarification of the record, I ask 
that this exhibit be numbered 405. It is NPC document No. 34 dated 
January 1958, entitled, “Confidential—For Use of Member Com- 

anies Only—Outline. of Anti-Substitution Policies of Boards of 

harmacy.” It details the situation State by State. This will make 
the record complete as to just what the situation was in January 1958. 

Senator Harr. It will be received and given a number. 

(Exhibit No. 405 may be found on p. 11802.) 

Mr. Dixon. In your statement, Mr. Stewart, on the first page you 
listed the NPC membership on November 27, 1953. No, I am wrong. 
You give on page 1 the present membership. 

Mr. Stewart. That is correct. 

Mr. Drxon. I notice in the document listed as exhibit 393: 
“Twenty-four Reasons Why Brand Names are Important to You,” 
the member companies are on the inside of the back cover page. I 
believe this was issued in 1957, wasn’t it ? 

Mr. Stewart. Yes. ; ; 

Mr. Drxon. I notice that Wyeth Laboratories, for instance, was 
listed as a member at that time. They are not listed in 1958. 

Mr. Stewart. That is correct. 

Mr. Dixon. Or 1960. 

Mr. Stewart. That is correct. 
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Mr. Drxon. Did they resign ? 

Mr. Stewart. Well, yes, you could call it that. We have an annual 
membership, and of course when they bay their dues each year, why 
they continue to be members. If they don’t pay their dues, of course 
they drop out. I think this is true of most organizations that way. 

Mr. Drxon. This is a large company. Do you wish to tell us why 
they withdrew, if you know? 

Mr. Stewart. No, I don’t know. 

Mr. Dixon. You don’t know ? 

Mr. Srewarr. No. 

Mr. Dixon. I notice also, for instance, that Eli Lilly and Parke, 
Davis are not members of the council, and never were. 

Mr. Srewarr. That is correct. 

Mr. Dixon. Do you know why ? 

Mr. Srewart. No, Every company can belong to the National 
Pharmaceutical Council if their major business is in the pharmaceu- 
tical area, if they make application, and if they pay their dues. 

Mr. Drxon. Is it possi To they didn’t approve of the activities of 
the council? 

Mr. Srewart. I couldn’t answer for either Lilly or Parke, Davis. 

Mr. Drxon. Do you ever solicit them ? 

Mr. Stewart. No, sir, I have never solicited any company. 

Mr. Dixon. Aren’t you executive vice president? 

Mr. Stewart. Yes, I am. 

Mr. Drxon. Do these members just materialize out of the air, or do 
you try to solicit membership ? 

Mr. Srewart. I do not. Ve have a membership committee. 

Mr. Drxon. Do you have a membership committee # 

Mr. Stewart. That is correct. 

Mr. Dixon. You never talk to the members of the membership 
committee ? 

Mr. Stewart. I talk to all of my board of directors, yes, sir. 

Mr. Drxon. You never talked about Lilly or Parke, Davis or the 
reason Wyeth Laboratories withdrew ? 

Mr. Srewarr. No; that isn’t my business. I was told when I came 
back here I wouldn’t have to worry about membership, and I haven’t, 

Mr. Drxon. For the record, Mr. Chairman, I want to mark as ex- 
hibit 406 the National Pharmaceutical Council’s budget for 1960, 
a the actual 1959 expenses and the estimated expenses for 

0, 

Senator Harr. It will be received and given that number. 

(Exhibit No. 406 may be found on p. 11810.) 

Mr. Dixon. Mr. Stewart, will you refer to your document 203? 
Mr. Chairman, may this document be made exhibit 407 ? 

Senator Harr. It will be received as 407. 

(Exhibit No. 407 may be found on p. 11817. 

Mr. Drxon. I will identify it. It ison NPC letterhead dated June 
27, 1955: “Memorandum No. 38 to board of directors from Newell 
Stewart.” The last paragraph of this memorandum reads as follows: 

Mr. Powers is presently on his way to South Dakota and will appear on their 
association program. He will express our thanks to them for the passage of 


this regulation, but I think it would be a mighty nice thing to have each of one 
of you send a letter to the South Dakota board secretary and to the other mem- 
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bers of the board expressing your appreciation for their action. 'The members 
of the South Dakota Board of Pharmacy are— 
and you give the names. In that memorandum you say, without my 
reading it, that during your interview with the board they had ex- 
pressed a desire for the Council to furnish them a recommended reg- 
ulation for their consideration on the subject of substitution, and you 
set forth in the memorandum the suggested regulation, and that this 
regulation was passed at the last meeting of the South Dakota board. 
To this exhibit is attached a clipping from the publication “Ameri- 
can Druggist” June 6, 1955, which says this in a headline: 


South Dakota board is first to issue ruling on basis of material supplied by 
NPC group. 


It goes on to state: 


To date, at least 10 such requests have been processed by the committee. In 
most cases, the definition is revamped to fit the particular needs of the State 
pharmacy law involved. 

Do you have any comment to make on that exhibit ? 

Mr. Srewarr. Mr. Dixon, I don’t have that before me, and it is 
rather lengthy. 

Mr. Dixon. Did you not bring copies of these exhibits that were 
furnished by you? 

Mr. Stewart. Not of that particular one; no, sir. 

Mr. Dixon. We will send it over to you. 

Mr. Stewart. You wanted me to comment on this? 

Mr. Drxon. Do you care to? 

Mr. Srewart. Only in this manner. That we furnish this service 
to boards of pharmacy at their request, and it has been done to many 
boards over the country, as I outlined in my statement this morning. 

Mr. Drxon. Isn’t it true that you call on them? 

Mr. Srewart. We always call on board’s secretaries; yes, sir. We 
have made a practice of that ever since we started. 

Mr. Drxon. In other words, yourinitiate the contact and then you 
offer your services? 

Mr. Stewart. We sit down with them and discuss their problems 
far beyond the area of substitution. 

Mr. Drxon. Why did you, as noted in that exhibit, desire that the 
member companies write to the South Dakota board members? 

Mr. Stewart. I think itisanicethingtodo. TI like to thank people. 

Mr. Dixon. Aren’t most of those board members druggists ? 

Mr. Stewart. They all are. 

Mr. Dixon. Are you through commenting on that exhibit? 

Mr. Stewart. Yes. 

Mr. Drxon. Will you get your document No. 211? Mr. Chairman, 
may this be made 408 ? 

Senator Harr. It will be received. 

(Exhibit No. 408 may be found on p. 11818.) 

Mr. Dixon. Mr. Chairman, this appears to be an important docu- 
ment. It is on the NPC’s letterhead dated December 19, 1955, memo- 
randum No. 77 to the board of directors from Mr. Newell Stewart. 
This memorandum, Mr. Stewart, if you have it before you—— 
Mr. Stewart, I don’t have it, sir. 
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Mr. Drxon. I believe this lists the action taken by States on substi- 


tution. It says in the memorandum that you had been asked by one 
of your member companies— 


to prepare a brief outline of the reactions of the 50 boards of pharmacy we have 
contacted this past year, together with a short statement of the specific sections 
of the respective State laws— 
and your recommendations to the company procedure in each State. 
You prepared that list, which is a brief outline in tabular form 
showing each State, the legal authority and pending negotiations. 
For instance, alongside the State of Alabama under “Legal Author- 
ity” there is written : 


Section on substitution. Doubtful whether problem exists. 

and under “Pending Negotiations” : 

Have suggested board promulgate regulation covering brand substitution. 
For Arizona: 


Legal authority: Section on substitution, but doubtful if A. G. would interpret 
to cover brands. 


I suppose that refers to the Attorney General. 


Pending negotiations: If necessary, board would promulgate regulation al- 
though legality might be questioned. 

That is your statement on Arizona? 

Mr. Stewart. That is right. 

Mr. Dixon. Skipping to the District of Columbia, we have been 
reading about just such a bill as this that is being considered here 
now. It says: 


Legal authority: No authority under present law. New act being framed. 
Have suggested specific section be incorporated in new act covering brand 


substitution. 

And so the table continues. 

Under Michigan, Mr. Chairman, it has this: 

Has general section on substitution previously interpreted by A. G. as not 
applying to brands. A new opinion will be issued by A. G. indicating law en- 
compasses brand substitution, which will permit board to take action. 

Senator Harr. What is the date of that? 

Mr. Drxon. This is dated December 19, 1955. This was an outline 
summary as requested by one of the N.P.C. members, a statement of 
the specific sections of the respective laws and the recommendations 
that a been made relative to them. Of course we know from what 
we have heard that the Casden case arose since that time. 

Do you have any comment on this document ? 

Mr. Srewart. The only comment I would have on that, sir, would 
be about the same as the comment that I made before, that this has 
been part of the work that we have been doing as staff members. 

Mr. Drxon. I would like to ask that the next document be made 
exhibit 409. It is your Document 219. 

(Exhibit No. 409 may be found on p. 11821.) 

Mr. Drxon. This is dated March 7, 1956. It is memorandum No. 
14 to the board of directors from you, Mr. Stewart. This is a report 
on the accomplishment of one of your major objectives. You state: 

“We have been striving to achieve” the adoption by the Board of 
Regents of the State of New York of a new paragraph specifying 
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acts constituting unprofessional conduct under section 6804(h) mak- 
ing possible revocation of a pharmacist’s registration, and includes 
subsection (6) on substitution. , 

You go on to tell how this was accomplished and point to foregoing 
discussions for implementation as follows, and I quote: 


The procedure for the approval of the new paragraph originated in discus- 
sions we held with Mr. Leslie Jayne, the former secretary of the board of 
pharmacy. He, together with Mr. Nicholas Gesoalde, secretary of the New 
York Pharmaceutical Association, presented the idea to the association’s execu- 
tive committee, which in turn referred it with their recommendation to the 
contact committee of the association, and through them to the board of regents. 

Mr. Johnston, secretary of the board, has indicated that he would like to get 
together with Mr. Powers and me, possibly following the meeting of the APA 


in April, in order to discuss the possible procedure for the implementation of 
the new paragraph. 


We shall keep you advised of developments. 


Do you have any comment on that ? 

Mr. Stewart. I dont’ believe that needs any comment, Mr. Dixon, 
unless you have a specific question. 

— Drxon. In other words, this is the way it was done in New 
ork, 

Mr. Stewart. Yes; I think that is a fair outline. 

Mr. Dixon. If you will turn to your Document 232. 

Mr. Chairman, I would like to request that this be made exhibit 410. 

Senator Harr. It will be received and given that number. 

(Exhibit No. 410 may be found on p. 11822.) 

Mr. Dixon. It is memorandum No. 51, dated October 25, 1956, to 
the board of directors, and antisubstitution committee from you, Mr. 
Stewart. 

If you have that document, I believe you will find there is as an 
enclosure, a speech by Fred Kohler, first vice president, Colorado 
Board of Pharmacy, in which he tells how the Colorado Board asked 


NPC for help, and how Mr. Powers furnished a definition and the 
definition was adopted. 


The speech says this: 
This discussion, as the title indicates— 
the title is “The Substitution Problem in Colorado and Its Control”— 


concerns substitution and its control in Colorado. Our executive secretary, Mr. 
Kemp, wrote the National Pharmaceutical Council, Inc., requesting their help 
and on January 24, 1956, the board of pharmacy received a letter from Wilbur E. 
Powers, secretary of the NPC, answering the request and furnishing the Colorado 
Board of Pharmacy a definition submitted and approved by their advisory 
committee. The definition was as follows: 

“Substitution is the dispensing of a different drug or brand of drug ordered 
or prescribed without the express permission of the prescribing practitioner.” 

This definition was adopted by the board of pharmacy and we were most 
grateful for the help given us by the National Pharmaceutical Council, Inc. 


Previous to this, we did not have a definition of substitution either in our laws 
or in the form of a resolution. 


So again you were able to be helpful this, time to the State 
of Colorado. 

Mr. Stewart. I hope we were; yes, sir. 

Mr. Drxon. If you will refer to your Document 234. Mr. Chairman, 
may this be made exhibit 411 ? 
Senator Harr. It will be received. 
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(Exhibit No. 411 may be found on p. 11824.) 

Mr. Drxon. This is memorandum 2-1957 dated January 4, 1957, 
from you, Mr. Stewart, to the board of directors of the NPC. This 
— to the North Dakota Board of Pharmacy which passed a regu- 

ation on November 14, 1956. The text of the regulation is given, 
followed by this: 


It is interesting to note that this regulation is identical in its wording to the 
proposal we suggested last April to Secretary Doerr of the North Dakota Board 
of Pharmacy. 


°° you were again able to help this time in North Dakota, were you 
not 

Mr. Stewart. Yes, sir; I hope we were. 

Mr. Drxon. Turn to your No. 236. May this be made exhibit 412, 
Mr. Chairman ? 

Senator Harr. It will be received. 

(Exhibit No. 412 may be found on p. 11825.) 

Mr. Dixon. It is dated January 11, 1957, on the NPC letterhead 
addressed to presidents and secretaries, boards of pharmacy, and secre- 
taries, State pharmaceutical association, from Newell Stewart and 
Bill Powers. 

This appears to offer NPC’s service in legislative endeavors to pro- 
vide definitions of substitution. It says: 

Somewhat more than a year ago the council adopted the following definition 
which has been used as a guide in several States in preparing either an amend- 
ment or a regulation. 

Then it gives the definition which I have previously read. I don’t 
know if this needs any comment. Do you care to comment on it? 

Mr. Stewart. I don’t believe so. 

Mr. Drxon. Will you make.reference to your Document 272? May 
this be made exhibit 413, Mr. Chairman? 

Senator Harr. It will be received. 

(Exhibit No. 413 may be found on p. 11825.) 

Mr. Drxon. This is on the letterhead of NPC, dated April 15, 1958, 
memorandum No. 33 to your board of directors and law committee 
from Wilbur Powers. It is very short: 


We have just learned that on March 28 the Colorado State Board of Phar- 
macy adopted the following regulation— 


which is quoted : 

Under Colorado law the regulation will not become effective until after pub- 
lic hearing. 

Do you have it in front of you? 

Mr. Srewart. That exhibit? 

Mr. Drxon. Yes. 

Mr. Stewart. No, sir; I don’t. 


Mr. Dixon. The regulation that appears to have been adopted is 
as follows: 


Substitution is the dispensing of a different drug or brand of drug in place 
of the drug or brand of drug ordered or prescribed without the express permis- 
sion of the person ordering or prescribing the same. 


‘ That appears to be just a little bit different from your recommen- 
ation. 
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Mr. Srewart. That is correct. They did change it a little bit to 
cover over-the-counter preparations. 

Mr. Drxon. Instead of “prescribing practitioner,” they used “per- 
son.” 

Mr. Srewarr. They changed it to cover over-the-counter prepa- 
rations, 

Mr. Dixon. Will you make reference to your No. 319? May this 
be made 414, Mr. Chairman ¢ 

Senator Harr. It will be received. 

(Exhibit No. 414 may be found on p. 11825.) 

Mr. Drxon. This is on the NPC letterhead dated August 17, 1959, 
memorandum 56 to board of directors from Newell Stewart. 

This appears to transmit a report on the number of suspensions for 
substitution over the past 2 years, it shows a total of 74, of which 
46, or more than one-half, were in the State of Pennsylvania. 
Will you make reference to your No. 344? May this be made No. 
415% 

Senator Harr. It will be recetved, having been given No. 415. 

(Exhibit No. 415 may be found on p. 11826.) 

Mr. Drxon. This is dated April 25, 1955. It is addressed to Mr. 
Gordon C. Hunt, the secretary of the Hunt-Ritchie Drug Store in 
North Little Rock, Ark., from Mr. Powers. Is he or was he, if you 
remember, Mr. Powers, the secretary of the Arkansas State board ? 

Mr. Powers. He was at one time. 

Mr. Dixon. Was hein August 1955? This isthe date here. 

Mr. Powers. I would think so. I don’t know for certain. 

Mr. Drxon. After reading this paragraph it might refresh your 
recollection. The second paragraph of the letter states: 

As you will recall, we discussed the possibility of your board promulgating a 
regulation specifically covering “substitution” and you indicated that you would 
present the matter to the board if we could supply the suggested wording of such 


a regulation. I am enclosing a proposed amendment to rule 9 of your present 
rules and regulations adopted June 1, 1953, which may serve the purpose. 


oe enclosure is with the letter. Do you have any comment on 
that 

Mr. Powers. No, sir. 

Mr. Drxon. Would you make reference to your No. 345% May this 
be made exhibit No. 416? 

(Exhibit No. 416 may be found on p. —t 

Mr. Drxon. This includes correspondence between Mr. Powers and 
Floyd Heffron, executive secretary of the California Pharmacy Board, 
regarding a criminal case. The letter of February 18, 1959, reports 
an acquittal, with this comment by Mr. Heffron: 

We can’t expect much more from cow-country justice. 


And he further comments: 
Regardless of the findings of the court, we will still proceed administratively. 


We have two other substitution charges which occurred before my time, and we 
will allege them also. 


Later he adds: 


I will try and remember to let you know when such cases do come up. 
How did this correspondence come about, Mr. Powers? 
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Mr. Powers. To the best of my memory, someone told us that there 
was a case in California, and they had seen something about it in the 
newspapers, and it was for that reason that we wrote to Mr. Heffron 
to find out just what it was about, and this was his reply. 

Mr. Dixon. Then I assume this letter means just what it says, that 
had the man been acquitted and found not guilty, they were going to 
proceed administratively. ‘That is what the letter says. 

Mr. Powers. That is Mr. Heffron’s letter. 

Mr. Drxon. Will you refer to your No. 349? Included in your 
No. 349 is a letter dated March 16, 1956, on the letterhead of the Board 
of Pharmacy for the State of Florida, addressed to you, Mr. Powers, 
from Dewey H. Johnson, executive secretary. May this be made 417, 
Mr. Chairman ? 

Senator Harr. It will be received. 

(Exhibit No. 417 may be found on p. 11828.) 

Mr. Drxon. This reports the adoption of the NPC definition in the 
State of Florida. This iscorrect, is it not? 

Mr. Powers. It sounds right. 

Mr. Drxon. It is. The document says this: 

During a regular meeting of the Florida board, March 4, 1956, the definition 
of “substitution” was formally approved, as follows— 

And the definition is set forth. Itis similar to the NPC text. 

Will you refer now to your Document 352? May this be made 418? 

Senator Harr. It will be received. 

(Exhibit No. 418 may be found on p. 11830.) 

Mr. Drxon. This appears to be a suggested amendment to the Illinois 
Pharmacy Act containing provisions against brand substitution. This 
came from your file without any letterhead or any identification. We 
must assume that it is a proposed amendment, as stated in the heading 
to the document, to section 11 of the Pharmacy Practice Act of the 
State ay Illinois. It is stated on the top, in handwriting, “Never sub- 
mitted. 

Was this your suggestion that the council had made but which was 
never submitted in Illinois? 

Mr. Srewart. That is only an observation, Mr. Dixon. It wasn’t 
submitted. 

Mr. Dixon. It wasn’t submitted. Did this suggestion, though, origi- 
nally come from NPC? 

Mr. Stewart. If that was in the NPC files, it undoubtedly did, yes. 

Mr. Drxon. Will you look at your Document 355% May this be 
made exhibit 419 ? 

Senator Harr. It will be received. 

(Exhibit No. 419 may be found on p. 11830.) 

Mr. Drxon. It is dated February 10, 1959, addressed to Mrs. Clara 
B. Miller, Topeka, Kans., from you, Mr. Powers, secretary. This is 
an inquiry as to proposed legislation on substitution, and offering to 
help on legislative matters. ‘The second paragraph reads as follows: 

If at any time we can be of help in supplying information as to methods of ap- 
proaching the problem, suggested wording, definitions, etc., do not hesitate to 
call upon us. While there may be a way of handling a brand substitution of- 
fense under some present section of your pharmacy act, it is preferable from 


an enforcement standpoint to specifically refer to brand substitution. Under 
the modern legislative concept these things are best spelled out in the law. 
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Does it speak for itself or do you wish to comment? 

Mr. Powmrs. No comment. 

Mr. Drxon. May this be made exhibit 420? 

Senator Harr. It will be received. 

(Exhibit No. 420 may be found on p. 11831.) 

Mr. Drxon. This appears to be a copy of a letter dated August 1 
1956, from you, Mr. Powers, to Mr. Walter Beachboard, chairman o 
the antisubstitution committee, Smith Kline & French Laboratories. 
It refers to a proposed amendment. This is a suggestion for legisla- 
tion on substitution that you offered, but that in bowed in Missouri 
had rejected. Let me so this statement here: 

I reviewed briefly the law and pointed out that the only section under which 
the board could take any action is section 338.050, which gives the board 
authority to revoke the license of a pharmacist guilty of felony or gross im- 
morality. I attempted to sell them on the idea of recommending specific legis- 
lation, but they were unanimous in their belief that they do not want to follow 
this procedure and would prefer to promulgate a regulation. 

Under the circumstances, the only thing I could do was to promise to sub- 
mit a proposed regulation and a brief:on gross immorality because they must 
clear this with the attorney assigned by the State. It would be appreciated if 
you would prepare a proposal for this purpose. 

So you had written, Mr. Powers, to Mr. Beachboard to ask him 
to furnish this to you, so I assume you, in turn, could furnish it to the 
Missouri board ; is that correct ? 

Mr. Powers. He was chairman of the law committee. 

Mr. Srewartr. Mr. Chairman, if I may, these are all so similar and 
they do show the work of the staff in the field. If I may refer to 
my statement again on page 14, the next to the last paragraph, if I 
may read it. Itis very short: 

Our relations with State boards of pharmacy are these. We do not appear 
before them. We do not file complaints with them or receive reports of deci- 
sions from them. We do what we can to urge them to be effective agencies of 
the State in stamping out substitution and other frauds of pharmacists licensed 
by them. Wetry to help them to be good law enforcement agencies. 

In each of these exhibits, Mr. Dixon, this is what we are attempting 
and have been attempting to do, and still are attempting to do. 

Mr. Dixon. You mean you don’t appear formally? 

Mr. Stewart. That is correct. 

Mr. Drxon. You were there in all respects. You just never were 
seen. 

Mr. Stewart. We don’t appear formally before boards to make 
complaints or things of that nature. 

r. Dixon. Mr. Chairman, several of these documents are very 
similar. I would suggest we make them all 421. ‘They will speak for 
themselves. 

Senator Hart. I would suggest that, for record purposes, you iden- 
tify by date and addressee. 

r. Drxon. Very well. Exhibit 421 is a copy of a letter from Mr. 
ae to Mr. S. J. Hayman of Albuquerque, N. Mex., dated June 

, 1959. 

(Exhibit No. 421 may be found on p. 11881.) 

Mr. Drxon. The next one will be exhibit 422. It is a copy of a let- 
ter from Mr. Powers to Mr. Charles Butterfield, Providence, R.I., 
dated February 11, 1959. 
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(Exhibit No. 422 may be found on p. 11831.) 

Mr. Dixon. As exhibit 423, a copy of a letter from Mr. Powers, sec- 
retary, to Mr. Echevarria, president, Puerto Rico Board'of Pharmacy, 
dated September 2, 1959. 

(Exhibit No. 423 may be found on p. 11832.) 

Senator Harr. Is there any comment, based. on the mere recital of 
addressees, that Dr. Stewart would care to make ? 

Mr. Drxon. There are two more, Mr. Chairman. 

As exhibit 424, copy of a letter from Mr. Powers to Mr. Charles W. 
Dudding of Tucson, Ariz., dated May 1, 1958. 

(Exhibit No. 424 may be found on p. 11832.) 

Mr. Drxon. As 425, a document entitled “The Florida Pharmacy 
Act” adopted March 4, 1956. 

(Exhibit No. 425 may be found on p. 11833.) 

Senator Harr. Mr. Dine has identified them in this fashion and 
stated that they are similar to your earlier exhibits. 1 take it the 
committee will assume, unless you have a specific comment to make 
with respect to these most recently identified ones, that these reflect 
the council’s activities under the broad purpose that you have already 

iven us. 

, Mr. Stewart. Yes, Senator, under one of them. That is in the 
substitution area. 

Senator Harr. In that area. 

Mr. Dixon. Mr. Powers and Mr. Stewart, was there ever any ques- 
tion raised as to the legality of this action that was engaged in by 
the council? 

Mr. Srewarrt. By the council or by the board ? 

Mr. Drxon. By the council. 

Mr. Stewart. Not tomy knowledge; no, sir. 

Mr. Drxon. The actions that you and Mr, Powers and Mr. Woods 
were taking were approved, of course, by the membership through 
the various executive committees, were they not? 

Mr. Srewarr. Not every specific individual action, no. Overall, 
yes. 

Mr. Dixon. You.never acted on your own, did you? You were a 
nea of the National Pharmaceutical Council, weren’t you? 

r. Stewart. I was the executive officer of the National Pharma- 
ceutical Council, correct. 

Mr. Dixon. Why did you never appear before these bodies ? 

Mr. Stewart. In what way? 

Mr. Drxon. In person; in any way. 

Mr. Srewarr. We did. We have visited with secretaries of boards. 
You mean in a way of making complaints and stuff of that nature, 
presenting evidence ? 

Mr. Drxon. I listened to you and I received the impression that 
you wanted us to believe that you never formally appeared. 

Mr. Stewart. We don’t formally appear before boards of pharmacy ; 
no, sir. 

_ Mr. Drxon. But you did appear, as these documents reflect, many 
times and in many States, and in support of your suggested antisub- 
stitution definition ? 

Mr. Srewarr. Not formally before the boards; no, sir. 
Mr. Dixon. Not formally ? 
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Mr. Stewart. No, sir. 

Mr. Dixon. But with representatives of the board? 

Mr. Srewarr. Oh, certainly. We visit with board secretaries con- 
tinually and we will go out and visit with the board members in their 
respective drugstores, too, 

Mr. Drxon. Tell me, if you will, yours is an organization of manu- 
facturers, isn’t it? 

Mr. Stewart. That is correct. 

Mr. Dixon. These were pharmacy boards, were they not ? 

Mr. Srewart. Yes, sir. 

Mr. Drxon. What was your interest in appearing and urging these 
actions by these boards? 

Mr. Svewarr. I think I brought that out when I read that from 
page 16 of my statement a minute ago. I can give it to you again. 

tis 14, I believe, the last sentence of it: 


We try to help them to be good law-enforcement agencies. 


I might state, and I think this is in an addenda to the statement, 
Mr. Powers served for many years, 14 or 15 years, as secretary and 
chief enforcement officer of the New Jersey Board of Pharmacy. 

I was appointed to the Arizona board in 1936 and served until 1954 
in the same capacity, and we are vitally interested in law enforce- 
ment personally, and we are vitally interested in law enforcement 
professionally. 

Mr. Drxon. Is it an unfair conclusion to say that the National 
Pharmaceutical Council was vitally interested in enforcement of the 
law as you thought the law should be enforced ? 

Mr. Srewart. It is all permissive, sir. I mean the boards of the 
respective States make and enforce the law. 

Mr. Drxon. Yes, but you went before all these various bodies with 
a uniform suggestion to them. 

Mr. Stewart. No; we didn’t go before these bodies, sir. 

Mr. Dixon. You inquired of sonie one. You never appeared pub- 
licly, you made that plain. 

Mr. Srewarr. Generally with their secretary. 

Mr. Drxon. You never were seen publicly urging anything? 

Mr, Stewart. Oh, yes, we have been, yes, sir. 

Mr. Drxon. You said you 

Mr. Srewarrt. Lots of speeches that we have made at various meet- 
ings of districts of the national boards and the American Associa- 
tion of Colleges of Pharmacy. We have made these statements. 

Mr. Dixon. You thought this was absolutely necessary ? 

Mr. Stewart. Yes, sir, and most of the pharmacists in the United 
States think so. 

Mr. Dixon. You don’t represent pharmacists, do you? Your job 
is not to represent. pharmacists ? 

Mr. Svewarr. That is the job of other associations than ours. 

Mr. Dixon. Put you spend all your time working with pharmacy 
boards. You represent manufacturers, don’t you ? 

Mr. Stewart. Yes. 

Mr. Dixon. I would assume that—- 

Mr. Srewarr. May I say we don’t spend all of our time working 
with pharmacy boards. We have other areas of operation, Mr. Dixon. 

Mr. Dixon. There is a great deal of difference between speeches at 
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meetings and so on and appearing before legislative bodies, is there 
not, sir? 

Mr. Stewart. I would think so; yes. 

Mr. Drxon. And you never did do that ? 

Mr. Stewart. Appear before legislative bodies ? 

Mr. Drxon. Yes. 

Mr. Stewart. No, sir, not since I have been back with the Nationas 
Pharmaceutical Council. 

Mr. Drxon. Why would you not want to appear before those bodies? 

Mr. Stewart. Because we do no lobbying of any kind. 

Mr. Drxon. What? 

Mr. Stewart. We do no lobbying of any kind. 

Mr. Dixon. You didn’t consider what you were doing lobbying? 

Mr. Srewart. No, sir. We weren’t appearing before any legislative 


body. 

Mr. Drxon. But you talked to the key people, did you not? 

Mr. Stewart. Not in the legislature; no, sir. 

Mr. Dixon. But in the pharmacy boards? 

Mr. Srewart. Oh, yes. 

Mr. Drxon. That would make it a request of the legislative body, 
would it not ? 

Mr. Srewart. The boards generally don’t make requests of legis- 
lative bodies. That is generally done by the State association. ‘The 
boards of pharmacy are an instrumentality of the State. 

Mr. Drxon. But you talk to the State associations, 

Mr. Srewart. Certainly, yes. 

Mr. Dixon. When you wanted this legislation passed, you went to 
State associations and urged them to do it; is that correct ! 

Mr. Stewart. That is right, and still do. 

Mr. Dixon. And you are still doing it. As I understand it, you 
have been successful in 44 States; is that correct? 

Mr. Stewart. Yes, sir. I think we have been quite successful in 
the operation. 

Mr. Drxon. I think you have been remarkably successful. 

Mr. Stewart. Thank you. 

Mr. Drxon. In a very short period of time. 

Would you refer to your document 202? I am going to talk about 
hospitals for a while. 

May this document be marked “426,” Mr. Chairman ? 

Senator Harr. It will be received and given that number. 

(Exhibit No. 426 may be found on p. 11833.) 

Mr. Drxon. This is on the N.P.C. letterhead dated June 22, 1955. 
It is memorandum No. 31 to the board of directors from you, Mr. 
Stewart. This appears to tell of an instance where a major company 
fought a well-known hospital in the metropolitan area that had 
adopted a formulary.. A number of clinics appeared to be operating 
there in a professional building connected with the hospital where 
a hundred physicians carry on an outpatient practice. Quoting from 
this memorandum : 


The pharmacist apparently intended to force all of the physicians practicing 
in the hospital, the clinics, and in the office building to have their prescriptions 
filled in the hospital pharmacy and to supply only formulary equivalents no 
matter what might be called for on the prescriptions. 
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It is also set forth that detailmen were calling only one day a 
month at the hospital, clinics and private offices; that the council 
member may have convinced the administrator and president of the 
board of trustees that the policy was not only shortsighted, and I 
quote: 

but also might cause the board of trustees to be liable to legal action. 


You also pointed out here the possibility that a permit from the 
board of pharmacy under which the hospital pharmacy was being 
operated might be in jeopardy if prescriptions were not properly 
filled. 

It rf se in the memorandum that the. formulary would be con- 
tinued, but any specific item requested in the hospital will be obtained, 
that the formulary will not apply to outpatient prescriptions, and 
that detailmen will have full access to all physicians. 

It appears to be your opinion that the adoption of formularies will 
increase. You say inthe memo: 





Whenever an incident arises which will discriminate against brand named 
drugs and pharmaceutical manufacturers in general, steps should be taken to- 
point out the fallacy of many of the argument advanced and the possible legal 
implications if carried to an extreme. 

This appears to be a summary, Mr. Stewart. Does this reflect the 
general attitude that you and the other officials of the council have 
with respect to formularies in hospitals? 

Mr. Stewart. I sort of lost you there, Mr. Dixon, and I don’t have 
a copy of that here. May Ihave it to go over? 

Mr. Drxon. Yes, sir. 

Mr. Stewart. Because there were two or three things in there, one, 
some things that I said and one, some that somebody else may have 
said. 

Mr. Chairman, May I comment. on this exhibit Mr. Dixon asked 
about? I do recall this particular situation, yes, where, as was 
brought out here, one of our members did report that an outpatient 
clinic was trying to force physicians to prescribed by his formulary. 
I think we have made our stand explicit before. 

We are for the physician receiving the drug that he wants to re- 
ceive. I don’t think that anybody receiving prescriptions at an out- 
patient clinic should be subjected to receiving drugs which are not 
wanted by the physician. 

Mr. Drxon. All right, sir. Thank you. 

Next is your No. 238. May this be made exhibit 427 ? 

Senator Harr. It will be received. 

(Exhibit No. 427 may be found on p. 11834.) 

Mr. Drxon. Exhibit 426, which I sent to you, was dated June 22, 
1955. I point out that this exhibit, which a been marked 427, is 
dated January 17, 1957, on the N.P.C. letterhead. It is memorandum 
No. 6, 1957: 

To: Board of Directors. 
From: Robert A. Hardt. 

Who is he? 

Mr. Srewart. He was president of the National Pharmaceutica} 
Council at that time. 

Mr. Drxon. Is he with Armour & Co. ? 
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Mr. Stewart. He is atthe present time. He is president of Armour 
Laboratories, 

Mr. Drxon. This exhibit seems to outline your hospital program 
which includes many items. Item No, 8, for instance, is as follows: 


A survey of the jurisdiction of boards of pharmacy (and other State agencies) 
over the practice of pharmacy in hospitals. 


No. 9 is as follows: 


Endeavor to encourage the submission of resolutions by the N.A.B.P. 

What is NABP ? 

Mr. Srewart. National Association of Boards of Pharmacy. 

Mr. Dixon. And ASHP? 

Mr. Stewart. The American Society of Hospital Pharmacists. 

Mr. Drxon (continuing) : 
to enable boards of pharmacy to seek authority to regulate the practice of hos- 
pital pharmacy. 

We have followed through the program that you utilized with re- 
spect to the boards of pharmacy on substitution. Here it would ap- 
pear starting in January 1957, that you are going to develop a proposed 
10spital program, is that correct? 

Mr. Srewarr. That is what the letter—yes, from Dr. Hardt, 

Mr. Dixon. What you propose here is that hospital pharmacies be 
brought within the jurisdiction of the boards of pharmacy in the 
various States. 

Mr. Srewarr. Very definitely. That has always been a strong 
stand of mine, Mr. Dixon. Wherever prescriptions are filled, they 
should come under the jurisdiction of the board of pharmacy of the 
State regardless of whether it is a retail store, a hospital or whatnot, 

Mr. Dixon. Mr. Stewart, are you really against substitution of one 
brand for another ¢ 

Mr. Srewarr. I am really against, sir, substitution of any kind in 
my profession; yes, sir. 

r. Dixon. Mr. Chairman, I would like this copy of a letter to be 
exhibit 428. 

Senator Harr. It will be received. 

(This exhibit was later withdrawn. ) 

Mr. Dixon. This is dated March 27, 1957, addressed to Mr. Leslie 


D. Harrop, vice president of the Upjohn Co., from C. K. Raiser. 
Mr. Raiser is here, 

Mr. McAuuisrer. That is correct, 

Mr. Dixon. We heard Mr. Harrop’s name the other day when Mrs. 
Brady testified, as being with Upjohn at that time. 

Mr. McAxuisrer. Mr. Dixon, may I just ask if the chairman would 
kindly read the letter first? It is a personal letter, I think you will 
find. I am just going to ask if the chairman would be so oak 

Senator Harr. It has been received for the record. I will be glad 
to have it read. I would like to read it. 

Mr. McAxuister. If the chairman would read it first. 

Senator Harr. You have reference to the letter just identified as 
No. 428? 

Mr, Dixon. Yes; 428. 

Senator Harr. I should ask you first to identify yourself for the 
record. 

35621—60—pt. 2116 
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Mr. McAuuister. My name is Breck P. McAllister. I am counsel 
for the National Pharmaceutical Council, and have been for the last 
2 years. I just had a point on this letter. I wondered if it was nec- 
essary in the public inquiry being made here to bring this letter into 
the public record. 

Senator Harr. The committee counsel advises me that for purposes 
of the committee’s study, only four lines are relevant. I assume that 
the letter in its entirety has no value to the committee, and if we could 
resolve it by reading it—do you have it ? 

Mr. McAuuisrer. I don’t have it with me, Senator. Might I look? 

(Discussion off the record. ) 

Senator Harr. Receipt of the exhibit or action upon the tender of 
the exhibit will be deferred until the counsel presents it again, if at 
all. 

Mr. Drxon. Mr. Chairman, Mr. Raiser is present. Mr. Stewart 
left the room for 'a moment. Mr. Raiser, would you come to the wit- 
ness stand ? 

Mr. Ratser. Yes, sir. 

Mr. Dixon. Will you identify yourself, sir? 

Mr. Raiser. My name is Carl K. Raiser. I am with Smith Kline & 
French Laboratories, and am past president of the National Pharma- 
ceutical Council. 

Mr. Dixon. You are past president? 

Mr. Raiser. Yes, sir; I am. 

Mr. Drxon. In 1957 were you president ? 

Mr. Ratser. No, sir; I don’t believe I was. 

Mr. Drxon. Were you an officer of the National Pharmaceutical 
Council in that year ? 

Mr. Ratser. In 1957 I was chairman of the executive committee. 

Mr. Dixon. Chairman of the executive committee ? 

Mr. Ratser. Yes, sir. 

Mr. Dixon. Mr. Raiser, in March of 1957 what opinion 

Mr. McAuutster. Mr. Dixon, may [f interject again. I am going to 
renew the objection that I made before, if you are proposing to 
read parts of this letter. 

Mr. Drxon. I am proposing to ask a question, sir. 

Mr. McAtuisrrer. I think it is a personal matter, and I think it 
is inappropriate for an inquiry of this sort. I would like to renew 
that objection, Senator. 

Senator Harr. Let me, if I may, make a suggestion. Let us review 
the purpose that would be served by developing this subject. I think 
we can do it off the record. 

(Discussion off the record.) 

Senator Harr. As I recall it, the document was marked for exhibit 
purposes, but that will be withdrawn and unless tendered again will 
not become a part of the record. 

Mr. McAuutsrer. Thank you, Senator. 

Senator Harr. Mr. Dixon indicates that he won’t tender it at this 
time. 

Mr. Dixon. That was 428. I will assign the next document the 
same number. This is to your document No, 241. May this one be 
made 428? This is on the letterhead of the council dated February 
25, 1957, memorandum No. 18. It is to the NPC Hospital Pharmacy 
Practice Committee from Robert A. Hardt. 
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Senator Harr. It will be received. 
(Exhibit No. 428 may be found on p. 11835.) ; ' 
Mr. Drxon. This is a summary memorandum of a meeting wherein 


there were enumerated the main points dealing with hospital phar- 
macists. It includes these excerpts: 


A. SUBSTITUTION 


2. Economics is possibly principal cause. The pharmacy is one of the few 
money.making areas in a hospital. 


Then under C, “Hospital Pharmacy Regulation,” this appears: 


Very few State boards of pharmacy have adequate jurisdiction. A study is 
to be made of all State laws to determine whether NPC should cooperate to 
obtain more adequate regulation. 


2. Hospital pharmacists apparently prefer regulation by the board of phar- 
macy and probably would look with favor upon any activity which would 
elevate their standing and the practice of hospital pharmacy. 

3. Manufacturing in hospitals of drug products being expanded and frequent- 
ly insufficient control of quality. 

With respect to point No. 2, upon what did you predicate the 
evaluation in this memorandum of hospital pharmacists preferring 
regulation by the board of pharmacy, and they would look with favor 
upon any activity that would elevate their standing and the practice 
of hospital pharmacy ? 

Mr. Stewart. Mr. Dixon, they have looked that way and they still 
do. We have in the profession of pharmacy a 5-year educational pro- 
gram leading to a bachelor’s degree in pharmacy. 

In addition to that, there is a requirement in all States for a varying 
difference of time for an internship. The internships in most States 
are required to be in retail pharmacies because they are licensed by the 
board and responsible to the board of pharmacy. 

Hospital pharmacists would welcome State legislation which would 

rmit them to train interns for the profession of pharmacy in the 
States which do not at the present time allow that type of training. 

Mr. Dixon. But in the exhibit 427, dated January 17, 1957, under 
your program you state that you were to endeavor to encourage the 
submission of resolutions by these pharmacies in these hospitals to 
enable the boards to seek this authority. 

In other words, you went out and sold your program, and then to 
get them to make this application or to seek this authority to have these 
hospital pharmacies under this board, you took that program to them ? 

Mr. Srewarr. No, sir. We offered our assistance toward the as- 
sumption of that type of program. 

Mr. Dixon. Exhibit 427 says: 


From the discussions at the December meetings and suggestions and comments 
received recently we have developed the following proposed hospital program. 


There are nine points, and the ninth point is, as I read it: 


Endeavor to encourage the submission of resolutions by the NABP and the 
ASHP to enable boards of pharmacy to seek authority to regulate the practice 


of hospital pharmacy. 

In other words, this says you are going to encourage them to do this. 
It doesn’t say they are asking you to do it. It says you are going to 
do it. — 

Mr. Stewart. They have done their asking not directly to us but by 
resolution, sir, and I am sure I could speak for them because I have 
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heard them make the statement many times, that they would welcome 
this. 

Mr. Drxon. How do they get this message from you, by speeches 
and appearances by Mr. Woods and others? 

Mr. Stewart. Yes, and by meetings with their executive council and 
discussions with their leaders, yes. 

Mr. Drxon. Have you had this occur in many States? 

Mr. Stewart. You mean that type of legislation ? 

Mr. Drxon. Yes, sir. 

Mr. Srewarr. I don’t know. 

Mr. Drxon. That type of resolution that we are talking about. 
Have resolutions been presented ? 

Mr. Srewart. Generally on a national basis to the National Asso- 
ciation of Boards of Pharmacy. 

Mr. Dixon. Your No. 246—may this be exhibit 429, Mr. Chairman ? 

Senator Harr. The exhibit thus identified will be received. 

(Exhibit No. 429 may be found on p. 11836.) 

Mr. Drxon. This is on the letterhead of the council dated April 15, 
1957, memorandum No. 31, to the board of directors and special hos- 
pital pharmacy practice committee, from you, Mr. Stewart. It en- 
closes a summary of a meeting of this special committee, and enumer- 
ates the principal areas of discussion. There are a number of points 
here. I won’t burden the record by reading this, Mr. Chairman. It 
is similar to other documents. 

The next one is exhibit 430. This is a report of the brief committee 
of NPC, whose board of directors meeting was held June 14, 1957, in 
Ehicago, Ill. It was submitted by Burns Geiger. Who is Mr. Burns 

eiger ¢ 

r. Srewart. Mr. Burns Geiger is the chairman of this brief com- 
mittee, a small committee of the overall practice committee. He was 
at the time employed by Charles Pfizer & Co. 

Senator Harr. The document will be received. 

(Exhibit No. 430 may be found on p: 11838.) 

Mr. Drxon. In this document I point out, Mr. Chairman, that Mr. 
Geiger admits that the National Pharmaceutical Council is vulnerable 
up to a point in that its definition of substitution reads: 


Without the express permission of the prescribing practitioner * * * concur- 
rence by the full-time staff in the committee actions is inherent in the written 


minutes of their meetings, 
This does not appear to apply to the visiting staff in most instances. 
It says that the visiting staff is responsible for admitting and treating 


most patients, and therefore represents the largest potential for drug 
sales, 


Then he concludes: 


Therefore it appears that one solution might be agreement to limit the use of 
the formulary system to the full-time staff, permitting the visiting staff “brand 
preference.” This latter course of action will not be considered until all other 
possible solutions have been explored. 


Do you recall that coming up for discussion in your group? 
Mr. Srewarr. Yes; I do. 


Mr. Dixon. Did you tell that to the hospitals? 
Mr. Stewart. Beg pardon? 
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Mr. Dixon. Did you ever tell the hospitals that you would settle for 
that kind of an agreement ? 

Mr. Stewart. We have had discussions with them, long meetings 
with their executive bodies; yes. 

Mr. Drxon. And you told them that—— 

Mr. Stewart. I don’t know that we told them those exact words. 
I don’t know that those words were ever adopted by our board of 
directors. 

Mr. Drxon. Mr. Geiger points out, “This latter course of action 
= not be considered until all other possible solutions have been 
explored. 

Ans you through exploring all the other solutions yet ? 

Mr. Srewarr, Oh, f don’t think so. This is something Mr. Woods 
has been actively engaged in from the time that he has been with the 
Council, and is still doing it. 

Mr. Dixon. Mr. Geiger has considerable doubt about your position, 
he makes plain, with respect to the full-time staff. fie suggests a 
compromise limiting the use of this formulary system to the full-time 
staff, and permitting the visiting staff brand preference. 

Mr. Stewart. There is considerable doubt as you recall having read 
George Archembault’s paper earlier, he doubts it too. There are 
others. There are both hea you know any time you get a group of 
physicians, pharmacists, or lawyers together, there is doubt on one 
side or the other. 

Mr. Drxon. Your document 463. May this be made exhibit 430—A ? 

Senator Harr. It will be received. 

(Exhibit No. 480—A may be found on p. 11841.) 

Mr. Drxon. This appears to be a statement of the special committee 
of the American Society of Hospital Pharmacists on the formulary 
system relating to substitution, dated June 1957, This is similar to 
the other documents, and I suggest we put it in the record. 

Now your No. 256, may this be exhibit 431? It is dated August 8 
1957, memorandum No. 52 to board of directors and NPC hospital 
committee from Mr. Newell Stewart. It isa summary of discussion at 
a meeting on July 12 of a special committee of the American Society 
of Hospital Pharmacists. 

Senator Harr. It will be received. 

(Exhibit No. 431 may be found on p. 11842.) 

Mr. Dixon. Now your No. 422, may this be made 482? This is 
headed “Not for publication. Formulary systems in hospitals—Legal 
aspects,” by Judge Victor Hansen. 

his was presented at a roundtable session of the formulary systems 
in hospitals at the convention of the American Hospital Association 
in Atlantic City, on October 3, 1957. I suggest we make it a part of 
the record. 

Senator Hart. The document will be received. 

(Exhibit No. 432 may be found on p. 11843.) 

Mr. Dixon. I noted that this speech by Judge Hansen seems to be 
in the nature of posing a number of questions on hospital formularies. 

Now your number 291. This should be made exhibit 433. It is on 
the council letterhead dated December 5, 1958, Memorandum No. 93 
to the law committee from John F. Bradley, chairman. 

Senator Harr. It shall be received. 
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(Exhibit No. 433 may be found on p. 11849.) 

Mr. Drxon. This is a brief report of a meeting of the law commit- 
tee. It comments on a series of articles in the Philadelphia In- 
quirer, and makes reference to discussions about the hospital incidents 
that were reported therein. 

The board of directors had decided on October the 14th to issue 
no statement on the council’s position. The opinion was expressed 
that the council should prepare a statement of policy on formularies, 
but that this should be tabled until the law committee had an oppor- 
tunity to meet with Mr. Woods. It appears meanwhile that mem- 
bers were thinking about material for distribution to hospital trus- 
tees. Then this statement appears: 

Those present were in general accord with the suggestion that there be some 
sort of liaison between the law committee and the legal staff of the AMA as 
a support to Mr. McNeil’s work with the AMA administrative staff. 

What does that have to do with your understanding ? 

Mr. Srewarr. With what, Philadelphia? 

Mr. Drxon. No, this suggestion that those at this meeting were in 
general accord with the suggestion that there should be some kind of 
a liaison between the law committee and the legal staff of the AMA 
as : support to Mr. MeNeil’s work with the AMA administrative 
staff. 

Mr. Srewarr. Well, without question there is liaison between the 
legal people and the pharmaceutical industry and the AMA, and the 
committee undoubtedly at this time did—— 

Mr. Drxon. What did the AMA have to do with the council? 
AMA is not a member of this council. 

Mr. Stewart. The AMA has to do with physicians and physicians 
have to do with prescribing, and prescribing has to do with getting 
a drug as prescribed, and we are interested in that, sir. 

Mr. Drxon. You are interested in everybody else’s business in- 
cluding your own ? 

Mr. Stewart. Sure. 

Mr. Drxon. You represent the manufacturers and yet you are 
interested in everything else that happens? 

Mr. Srewart. We are interested in trying to have the prescrip- 
tion filled as the doctor wrote it. I will come back to that, sir, each 
time for you, because that is our prime interest. 

Mr. Drxon. Does this document illustrate what is talked about 
here? Does it refer to the accreditation of hospitals ? 

Mr. Stewart. I don’t believe it mentions that, no. 

Mr. Drxon. I didn’t ask you that. I asked you if it doesn’t have 
some reference tothat. It is not the subject matter. 

Mr. Srewart. Well, it could, yes. 

Mr. Dixon. Don’t you know that? 

Mr. Stewart. No, I don’t. 

Mr. Drxon. Isn’t that one of the matters that is of concern to you? 

Mr. Srewart. Very minor. 

Mr. Dixon. Very minor? 

Mr. Srewart. Hospitals are accredited I think as has been brought 
before this committee before; they are allowed a certain number of 
points, a very minor number, possibly three or four points in a hun- 
dred, if they comply with the accreditation committee’s recommenda- 
tion, 
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Mr. Drxon. They get points, as I understand it, for accreditation 
if they have formularies, do they not? 

Mr. Stewart. That is what I said, three or four points out of a 
hundred. 

Mr. Dixon. And you are opposing formularies? 

Mr. Stewart. Yes, sir. No, wait a minute. I am not opposing for- 
mularies, sir. I am only opposing the certain types of operation of 
formularies. 

Mr. Drxon. How about the New York Hospital type of formulary ? 
Are you against that ? 

Mr. Srewarr. Well, now, I am speaking not from seeing the record, 
but I understand that Dr, Groeschel made the statement I think you 
said this morning that a private patient could get a prescription filled 
the way the physician asked for it. 

I also understand that last night possibly one of the other phy- 
sicians from that hospital made an opposite statement, although I am 
not sure of what I am saying there. 

Senator Harr. If I may interject, I raised that question this morn- 
ing or during the discussion I suggested it, but did not want to betray 
myself as remembering the nue 

But I do find on page 5310 of the record that there is a statement 
made by Dr. Groeschel in reply to a question by Mr. Kittrie. He 
says that the question suggests the possibility that many doctors feel 
they are afforded more protection, and the patient is afforded more 
protection, if doctors can prescribe particular trademarked drugs. 

Mr. Kittrie goes on: 

Now, a doctor like this, that feels that he wants to prescribe by trademark, 


actually will be denied the opportunity to practice in your hospital; is that 
right? 


To which Dr. Groeschel replied : 


No, he wouldn’t; if he is practicing in connection with ward patients and the 
clinic outpatients, he will have to observe the formulary system selection. With 
respect, however, to his private patients, if he chooses to insist upon a brand 
name— 
and he said they would purchase it and the charge would be billed. 

Mr. Srewarr. Yes. This is the ultimate that we would like to see 
in the hospitals throughout the country. 

Mr. Drxon. That is what you would like to have. 

Mr. Srewarr. Where the patient can receive what the doctor 
orders; yes, sir. That is what I want personally. 

Senator Harr. Then I think you were saying that you do oppose 
the practice of the New York hospital because the doctor explained 
that if you were a ward or clinic patient, this would not be possible. 

Mr. Stewart. I can’t say that I will oppose the practice of the New 
York hospital because it is one of the finest in the country. 

But I do say that whenever the doctor writes a prescription, he 
should receive what he asks for. Now if he doesn’t want that partic- 
ular prescription, he certainly wouldn’t write for it. He would write 
for whatever is in the formulary. It would be as simple as that. He 
certainly has a copy of the formulary if he is on staff. 

Senator Harr. And if he is treating a ward patient, he can’t pre- 
scribe the drug he wants, and in your judgment this is wrong / 
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Mr. Srewarr. I would think if I was a physician I would consider 
it wrong; yes, sir. 

Senator Harr. What do you think of it as the spokesman for the 
council ? 

Mr. Stewart. I think it is wrong to change a prescription, Senator. 

Senator Harr. I beg pardon? 

Mr. Srewarr. I think it is wrong to change the prescription of a 
physician. 

Mr. Drxon. He is not changing it if the doctor gives his consent. 

Mr. Stewart. I don’t know, sir, whether he has or not. 

Mr. Woops. Senator, could I make one observation? Counsel is 
suggesting the word “formulary,” and I get the impression that all 
formularies are alike. 

Senator Harr. No; I think it is pretty clear, and all of us know that 
they are not. 

Mr. Woops. There are so many different kinds. To me, I really 
doubt if there are 5 percent of the hospitals in the United States that 
have built-in protection in their hospital pharmacy dispensing system 
that the New York hospital has when you consider they are connected 
with one of the finest medical schools in the country, and have an 
outstanding pharmacy and therapeutics committee. 

Also, in accordance with Dr. Groeschel’s statement, they have the 
machinery, the pharmacologist, the chemist and technicians, the many 
people who can check and analyze these drugs as they come in if they 
want to dispense the generic equivalent. 

It is very similar to what the testimony was with respect to the 
Army and eam, Those kinds of situations don’t exist in very many 
places in this country. 

Senator Harr. I think I understand the point you make. 

Mr. Dixon. Now, your No. 294, may this be made exhibit 434? 

Senator Harr. It will be received. 

(Exhibit No. 434 may be found on p. 11850.) 

Mr. Dixon. It is dated January 16, 1959, memorandum No. 4 to the 
board of directors and in hospital pharmacy practice committee from 
you, Mr. Steward. This is a lengthy item. I call your particular 
attention to page 4 where abstracts are made of various remarks. 

Mr. Kenny of Squibb had this to say : 

Generic names should be considered in Woods’ work. Is there any justifica- 
tion to some claims that all products with the same generic name are equal? 
Where do we draw the line? 

This is January 1959. There appears to be some doubt in some of 
these gentlemen’s minds as to exactly what they thought about this 
proposition. Mr. Woods, at that time you were responsible, I as- 
sume for this hospital work, were you not? 

Mr. Woops. I couldn’t agree with you more heartily, with your first 
statement, that there was some doubt in the minds of many members 
who met as to what should be done. 

When I came with the council, as I told you earlier, I felt kindly 
and sympathetic toward both the hospital pharmacist and the hos- 
pital people of this country, and I also have a high regard for the 
manufacturers and their problems, 
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I didn’t take the job with any feeling that there was any particular 
program that should be inaugurated, and with no instructions that a 
definite program was going to be followed. 

But vas I did join the council, I felt that I should talk with the 
people involved, and see what could be done to work out the problem 
that a lot of fine people on both sides were sincerly concerned with. 

Mr. Dixon. Now your No. 441, Mr. Chairman. Because these doc- 
uments are all similar to others, I think, if I may, I will just ask that 
numbers be given to them for identification, and that they be received 
in the record. 

Senator Harr. So long as the identification is sufficient. 

Mr. Dixon. The first one I ask be made 435, No. 435 is a report of 
the meeting of the hospital contact committee, Monday, January 26, 
1959. No. 436 is a report of another meeting of the hospital contact 
committee held on Monday, January 26, 1959. 

(Exhibits Nos. 435 and 436 may be found on p. 11853.) 

Mr. Drxon. The next one is your No. 446, and I ask that this be 
marked “Exhibit 437.” This is entitled “Legal Questions Con- 
cerning Hospital Pharmacy Practices.” 

There are six questions listed here, and this appears to form the 
basis for the questions which Mr. Woods publicly read. 

(Exhibit No. 437 may be found on p. 11855.) 

Mr. Woops. Counselor, is that a fetter or just a simple listing of 
questions ? 

Mr. Drxon. Just a simple list of legal questions. 

Mr. Woops. Right. I think those questions resulted from a meet- 
ing of the law committee, a discussion of the problem at the NPC law 
committee. 

Mr. Dixon. The next one I ask be marked “No. 438.” It is your 
document 447. It is undated and unidentified. Do you have your 
No. 447% 

Mr. Woops. No, sir; I don’t believe I do. 

(Exhibit No. 438 may be found on p. 11856.) 

Mr. Dixon. I will attempt to summarize it. It states that the NPC 
has never taken an official portion on hospital formularies, At 
meetings representatives usually have pointed out that they are not 
opposed to formularies where they are used only as an educative tech- 
nique by hospitals and so forth, in offering pharmacology and thera- 
peutics training to residents, interns, nurses, and other hospital per- 
sonnel, the point being that a voluntary formularly which does not 
restrict the prescribing habits of a physician is actually none of in- 
dustry’s business, and so on. 

I don’t know what use could be made of this. 

Mr. Woops. I wonder if we could put all of that in the record, 
counsel. Would there be any reason not to read all of it? 

Mr. Dixon. No. I don’t intend to—you mean read all of it? 

Mr. Woops. The only reason I would like to have it in there—— 

Mr. Dixon. It will be reproduced in the record. 

Mr. Woops. Fine. I was afraid there was emphasis that it was 
none of industry’s business. I do feel that way. I feel a formulary 
as a hospital technique or mechanism is none of industry’s business, as 
long as it does not affect the industry and its products. 

r. Dixon. Mr. Woods, this exhibit will be reproduced. 
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Mr. McAuuister. Mr. Dixon, I was just going to say I don’t think 
Mr. Woods realizes that all of the documents that are received will be 
reproduced in full. 

Mr. Dixon. The next document is your No, 452. It will be our 
exhibit 439. This is dated April 13, 1959, and is a digest of the 
NPC law subcommittee meeting. I think it speaks for itself. 

(Exhibit No. 439 may be found on p. 11856.) 

Mr. Drxon. The next is your 453. I ask that it be made exhibit 440, 
This appears to be a copy of a letter from you, Mr. Woods, to Mr. 
John F. Bradley, dated July 23, 1959. Mr. Bradley appears to be 
with E. R. Squibb & Sons. 

(Exhibit No. 440 may be found on p. 11857.) 

Mr. Dixon. This particular letter contains a proposal for a law 
committee meeting with lectures and papers to be given to familiarize 
committee members with the hospital sales situation and the legal 
issues involved. This statement appears: 


From such a meeting a consolidated approach satisfactory to both sales and 
legal representatives might be hammered out which would be a basis for future 
discussion between NPC personnel and physicians and hospital pharmacists 


and administrators. 
There is a suggestion here that perhaps a new NPC definition for 


substitution is needed or existing State law should be amended, and I 
quote : 


To prevent substitution in hospitals in the filling of outpatient prescriptions 
and to put this part of hospital operations on the same basis as a retail 


pharmacy. 
I would like to ask that your No. 454 be our exhibit 441. This 
appears to be a proposed agenda for this meeting. 
(Exhibit No. 441 may be found on p. 11858.) 
Mr. Drxon. I suggest that your No. 468 be exhibit 442. This is a 
summary of the meeting held on February 15, 1957. 
It contains this excerpt under item C: 


HOSPITAL PHARMACY REGULATION 


1. Very few State boards of pharmacy have adequate jurisdiction. A study 
is to be made of all State laws to determine whether NPC should cooperate to 
obtain more adequate regulation. 

(Exhibit No. 442 may be found on p. 11859.) 

Mr. Drxon. I suggest that your No. 469 be exhibit 443. This is 
dated February 21, 1957, to the brief committee of NPC from Mr. 
Robert A. Hardt. He says that if anybody can think of a better 
name for the committee he would gladly have suggestions. In ap- 
pointing the members of the brief committee, he makes this comment : 

As I see it, the function of this committee should be as follows: 

1. Assemble convincing data which will impress hospital pharmacists and 
others with the fact that the use of brand-name products is in their interest as 
well as that of the patient. 

And so forth. 

(Exhibit No. 443 may be found on p. 11861.) 

Mr. Drxon. The last one is your No. 492. I suggest that it be 
made exhibit 444. This is dated February 24, 1959, from you, Mr. 
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Stewart, to Mr. Alfred J. Duncan, secretary of the Arizona State 
Board of Pharmacy. It is very brief: 


Thanks a lot for the information you sent me relative to the California 
Board of Pharmacy’s action on hospital formularies. I think it is a most 
interesting approach and certainly one that could readily be adopted by all 
boards of pharmacy. It has always been my belief that our boards should 
exert regulatory control over all places that dispense drugs and I was delighted 
with the action taken by the California board. 

And so forth. 

(Exhibit No. 444 may be found on p. 11861.) 

Senator Harr. As described and identified they will be received. 

Mr. Drxon. Mr. Stewart, is it true that the National Pharmaceutical 
Council sought to obtain a clearance from the Department of Justice? 

Mr. Stewart. Yes, sir. 

Mr. Drxon. It did? 

Mr. Srewart. Yes, sir. 

Mr. Dixon. Did you receive it? 

Mr. Stewart. No, sir. 

Mr. Drxon. I believe the records which we have secured reveal this 
application must have been made on about April 4, 1955. 

Mr. Stewart. Yes, sir. 

Mr. Drxon. I have a letter addressed to the Honorable Stanley N. 
Barnes, written by you as executive vice president. 

Mr. Srewarr. Yes, sir. 

Mr. Drxon. And I have a reply dated May 31, 1955, from Mr. 
Stanley Barnes. It is a very short letter in rep ly to your rather 
lengthy application. Mr. Barnes in this letter of May 31 to you 
refers. to your letter, and he states: 


We have carefully considered the material submitted by you in accordance 
with our established procedure. ‘We have concluded that the Department. of 
Justice cannot undertake to waive the right to bring criminal proceedings 
if it should decide to test the legality of your program, or of activities, arrange- 
ments, or practices engaged in pursuant thereto. 


Your document 654, which is your first annual report to your 
membership, is entitled “First Progress and Activity Report” and 
gives an explanation of that rejection on page 10 thereof; isn’t that 
correct, sir? If you will consult page 10 of that—— 

Mr. Srewarr. Yes; I have it. 

Mr. Drxon. I will just read this statement which is contained there: 


Following discussions with the Department, a renewal of the request for 
a clearance was submitted on April 6, 1955, with additional information in- 
cluded. In a letter dated May 31, 1955, Assistant Attorney General Barnes 
concluded that the Department could not undertake to waive the right to 
bring criminal proceedings if it should decide to test the legality of the council’s 
program, or activities, arrangements, or practices engaged in pursuant thereto. 

Finally on August 10, 1955, the executive vice president and secretary of the 
council visited the Justice Department to discuss the conclusion, and were in- 
formed that the council is not eligible for a “railroad clearance” as at the time 
of the renewal of the application it had already begun its activities and its plan 
of organization was no longer prospective. 


So, as you stated, you never received clearance for your program 
or your activities. 


Mr. Stewart. That is correct. 
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Mr. Drxon. I just had my attention called to testimony of Dr. Au- 

st Groeschel at page 527 of the transcript. Dr. Groeschel testified 

ast Wednesday. He quoted from a speech which he made in 1957, I 
believe, in which he made this suggestion : 


To individual pharmaceutical companies—members of the National Pharma- 
ceutical Council. 


I shall read just this. It is very brief: 
There are some 21 of them. It is interesting that two of the largest ones are 


not members of that council. 


Study carefully the program which is currently being pushed by the National 
Pharmaceutical Council of which you are a member. 

Make certain that the program against hospitals’ use of the formulary sys- 
tem and generic names is what you want. Don’t forget that, as a member of 
the council, you participate in results of what your council does—good or bad. 
In terms of your relationship with hospitals, physicians, and the general public, 
you may well find that the council’s current program is unwarranted, unwise, 
and unpopular. In addition you probably will be embarrassed to find out one 


day that it is unsuccessful. 

Do you have any comment on that, sir? 

Mr. Stewart. Rone whatever. I didn’t hear the document. 

Mr. Drxon. You heard me read it. 

Mr. Stewart. I didn’t get the inflections of Dr. Groeschel, and I 
wouldn’t want to comment on anything he said because I just barely 
know him. I did make a comment, as you recall. 

Mr. Drxon, I did not fabricate this. This is what he quoted here 
just last Wednesday. 

Mr. Stewart. [imagine—— 

Mr. Drxon. He said it in 1957, and I would assume you were inter- 
ested in this problem then. I don’t know whether it has ever come to 
your attention. I assume that it did. 

Mr. Srewart. I read an addenda to my statement this morning. I 
don’t know whether you would like to have me read it again. 

Mr. Drxon. You didn’t make any reference to this. 

Mr. Stewart. I made it in reference to Dr. Groeschel’s testimony ; 
yes. 


Mr. Drxon. But, as to this specific statement he made, you don’t care 
to comment on it? 

Mr. Srewart. I don’t see that it requires any comment on my part. 
I am not prepared to comment on it at all. 

Mr. Drxon. Do you represent council members ? 

Mr. Stewart. It isn’t addressed to the council. 

Mr. Dixon. It isn’t ? 

Mr. Srewart. It isn’t addressed to the National Pharmaceutical 
Council, I don’t believe, if you will read it again. It is addressed to 
individual members. 

Mr. Drxon (reading). 


To individual pharmaceutical companies—members of the National Pharma- 
ceutical Council. 
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Mr. Stewart. That is right, to the individual pharmaceutical com- 
panies. We don’t have any mode of operation of the companies at all. 

Mr. Drxon. You mean you can divorce yourself from the fact that 
your council members are manufacturing pharmaceutical companies? 

Mr. Stewart. I certainly can’t answer for them as to their policies, 
Mr. Dixon. I can’t doit. 

Mr. Drxon. I wouldn’t press you any more. That is all I have, Mr. 
Chairman. 

Senator Harr. Mr. Chumbris. 

Mr. Cuumerts. I have no questions, Mr. Chairman. 

Senator Hart. I know it has been a long day. 

Mr. Stewart. Yes, it has. 

Senator Harr. On behalf of the committee, I thank you for your 
willingness to give us your judgment on several proposals that have 
been made. 

Mr. Stewart. Senator, before you adjourn I do want to thank you 
and the committee for the courtesy you have extended us, even though 
we are rather neophytes in this type of operation. I have appreciated 
being here. 

(A letter subsequently written by Dr. August H. Groeschel and 
commenting on the National Pharmaceutical Council’s remarks on 
the hospital formulary system may be found on p. 11864.) 

Senator Harr. This concludes the testimony that will be sought of 
you, Dr. Stewart, and your associates. 

Dr. Blair indicated to me that he had an exhibit that he wanted to 
er The study that Dr, Blair is proposing to develop was under- 
taken by him pursuant to a general committee request to seek to de- 
velop an understanding of the nature of the sales methods of the drug 
manufacturers. 

Dr. Buarr. Mr. Chairman, the chart on the easel at the present 
time has already been introduced into the record by Dr. Austin 
Smith, and it is one of the sources of information on which the 
chart that I wish to present is based. 

Senator Harr, What exhibit number is that? 

Dr. Buair. It bears exhibit No. 263. In this chart, Dr. Austin 
Smith was showing through “X’s” the instances where the various 
drugs to which this subcommittee has addressed its particular atten- 
tion are sold by—on the left-hand panel—15 leading drug companies 
of the country; and on the right-hand panel, other drug firms. 

The source of the information used by Dr. Smith in determining 
which drug companies sold which drug was the Blue Book of 1959-60. 
The subcommittee’s staff used the left-hand panel of Dr. Smith’s 
chart as one of the sources of information in developing and pre- 
paring the chart that I am now about to present as a new exhibit. 

Senator Hart. The chart which you will tender will bear for 
identification exhibit No. 445. 

(Exhibit No. 263 may be found in pt. 19, p. 10825.) 

(Exhibit No. 445 follows :) 
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Dr. Buarr. Mr. Chairman, this new chart shows for the same im- 
portant categories of products—hormones, diabetic drugs, > 
izers, sulfas, antibiotics—not only whether the product was sold by 
each of the various major producers of drugs listed on the chart, but 
also the percentage of the Nation’s output of that drug accounted for 
by each of those companies in the year 1958. The figures for concen- 
tration of production have also been presented to the subcommittee 
in a previous exhibit. 

To illustrate the manner in which 

Senator Harr. Can you recall the exhibit from which you secured 
this concentration figure ¢ 
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Dr. Brat. Sir, I don’t recall the exhibit number. I will have it 
inserted in the record at this point. It consisted of a table—— 

Senator Harr. So long as reference is made to it. 

(The exhibit referred to is exhibit No. 233 and may be found in pt. 
19, p. 10773.) 

Dr. Buatr. Mr. Chairman, to illustrate how the table can be read, 
let us look at the column for the first company shown, Abbott. 
Where the company sells a product but does not manufacture the 
basic product, itself, there is an X on the chart. Thus, Abbott sells, 
but does not produce methyltestosterone. It sells but does’ not pro- 
duce progesterone. It sells but does not produce sulfadiazine. It 
sells but does not produce sulfathiazole. 

It sells practically all of the vitamins, but it makes only one, folic 
acid, of which its production accounts for 3 percent of the national ont- 

ut. 

It sells but does not produce dihydrostreptomycin. 

It produces 35 percent of the U.S. output of erythromycin. 

It produces 2 percent of the U.S. output of penicillin potassium G, 
17 percent of penicillin potassium V, and 1 percent of penicillin pro- 
caine G. 

Now, Mr. Chairman, there are in all 87 instances in which the 15 
major drug companies shown on this chart produce and sell the various 
products shown on the chart. : 

That is to say, the instances where a numerical figure appears in- 
dicating the percentage of production by the company total in all 
87. Those are instances where the company not only produces the 
drug but also sells it. 

In addition, there are 127 X’s on the chart. Those are cases where 
the drug company sells the drug, but does not manufacture it. 

There is a third category, consisting of products which are pro- 
duced but not sold in dosage form by the company. It is a rather 
strange category. Those instances are represented by a circle around 
the numerical figure. 

Thus, in the case of American Cyanamid, it will be noted that 
American Cyanamid produces 100 percent of the U.S. output of 
sulfapyridine, of which it sells none in dosage form. 

The same is true of sulfapyridine sodium, of which American 
Cyanamid produces 73 percent but sells none. 

All told, there are 14 instances where the company manufactures 
the drug, but does not sell it. 

Now, Mr. Chairman, I wish to point out that Abbott manufactures 
5 of the products shown on this chart and sells 17. That is, it sells 
12 that it does not produce. an) 

American Cyanamid manufacturers 7 and sells 13, and, in addition, 
produces 5 which it does not sell. 

Then, moving next to American Home Products, we find that that 
company sells 15 products of which it produces 5. , 

Bristol-Myers sells four products of which it produces three. Bris- 
tol-Myers has only one product, vitamin B-12, which it sells but does 
not make. 

Now, Mr. Chairman, perhaps the more meaningful way to present 
this information is through the use of ratios. The following ratios 
I would like to read are the ratios of the number of drugs so'd, regard- 
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less of whether they are produced by the company or not, to the num- 
ber produced by the company. 

To go back to the first illustration of Abbott, there it will be recalled 
that Abbott sells 17 products of which it produces 5. Now, this is 
a ratio of a little more than 3 to 1. 

For American Cyanamid, which it will be recalled sells 13 products 
of which it produces 7, the ratio is 2 to 1. 

The ratio for American Home Products of products sold to pro- 
ducts produced is 8 to 1. 

For Bristol-Myers, 1 1/3 to 1. 

For Ciba, about a 2 to 1. 

’ For Hoffman LaRoche, 2 to 1. 

Lilly, 3 to 1. 

Merck, 1 1/3 tol. 

Olin Mathieson, 3 to 1. 

Parke, Davis, 20 to 1. 

Pfizer, 1 1/3 to 1. 

Schering, 4 to 1. 

Smith Kline, & French, 5 to 1. 

Upjohn, 3 to 1. 

In addition, the subcommittee sent its questionnaire requesting 
information on production in 1958 to seven other companies, each a 
major factor in the drug industry. None of these companies reported 
that they had manufactured any of these 51 products. 

These companies are Mead Johnson, Norwich Pharmical, G. D. 
Searle, Sterling Drug, U.S. Vitamin & Pharmaceutical, Vick Chemi- 
cal, and Warner Lambert. 

Mr. Chairman, one last technical note before I would like to com- 
ment on the significance of this chart to the subject under examina- 
tion here. 

Senator Harr. Dr. Blair, I would appreciate it if you would develop 
again for me how you get a 3 to 1 ratioon Upjohn. I thought I was 
following you, but I apparently am not. 

Mr. Buatr. Upjohn produces eight products. It sells 17 others 
that it does not produce. That isa total of 25, or roughly 25 to 8. 

Senator Harr. Roughly; I see. 

Mr. Buare, Or 3 tol. 

Now, Mr. Chairman, the mention of Upjohn brings to mind the con- 
trasting extremes to be found in this chart. Of the 15, the company 
which produces the greatest number of these products which it sells 
is Merck, which produces and sells 16. In addition, it produces four 
which it doesn’t sell, and it sells only six which it does not produce. 

Pfizer produces 15 products which it sells; produces 1 product which 
it Goes not sell; and, in addition, sells 6 products which it does not 
produce. 

At the opposite extreme is Parke, Davis, which sells 20 of the prod- 
ucts shown on the chart. These particular products on the chart con- 
stitute the major segments of the pharmaceutical industry that have 
developed since World War II, and as we have indicated. previously 
account for more than two-thirds of the value of all ethical drugs 
While selling 20, Parke, Davis manufactures only 1, chloramphenicol 
sold under the trade “Chloromycetin.” 

Upjohn is at a midpoint between those companies. 
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Now, Mr. Chairman, one last technical point: There might be a few 
differences in the information about the products sold as contrasted to 
the data on the concentration of production because the information 
on products sold arises originally from Dr. Austin Smith’s chart 
which relates to the year 1959-60, whereas the concentration of pro- 
duction figures relate to the year 1958. I do not think the differences, 
however, would be of any substantive importance. 

Now, as to the relevance of this chart to the subject matter presently 
before the subcommittee. The claim is made, particularly by the large 
companies, that their brand names should be trusted the doctor 
when he writes a prescription for his patient because of the careful 
control exercised by the company over each successive stage of manu- 
facture. Certainly the company can logically make this claim in those 
cases where the company, itself, manufactures the drug. Where it 
does not manufacture the drug itself, the validity or applicability of 
the claim is limited to the compounding, packaging, and tableting 
operation. 

Where the company, itself, does not manufacture the drug which it 
sells, it cannot validly use the argument that the physician should 
write the prescription in terms of its brand name because of the con- 
trol which it exercises over all of the stages of manufacture involved 
in producing the product. 

do not wish to convey the impression that because any of these 
ame companies does not manufacture a product the quality of that 
product is in any way questioned. It may well be that Parke, Davis, 


which produces only 1 of the 20 products shown here, takes steps to 
assure itself of the quality of the product which it buys from the 


others. 

However, Parke, Davis cannot make the claim that the mere fact 
that it sells a product means that Parke, Davis, itself, controls the 
manufacture of the drug. 

The situation which is thus presented is one of an industry in which 
there is a very extensive amount of producing drugs and selling them 
in bulk powder form to other companies which, in turn, sell them 
under their own trade name. 

Of course, there is no economic or any other objection to the pro- 
priety of this practice. What there may be objection to, however, is 
the use of advertising which might convey the impression that simply 
because one of these major companies ad a product, it also thereby 
manufactured it, and that since it implicitly could be presumed to 
manufacture it, it did, in fact, have the type of control over each stage 
of manufacturing which in point of fact it may have had only over 
the last stage of tableting and compounding and packaging. 

If there are any questions concerning either the nature of the chart 
or its significance, I would be glad to answer them. 

Senator Harr. Of course, Doctor, it would be true, would it not, 
that the firm that was purchasing the material and did no further 
processing on it, while it could not claim that its control methods pro- 
vided the reliability for the product, nonetheless it could insist that 
it was a responsible manufacturer established for a long time with a 
big investment that would not procure in bulk or in finished form 
from anyone other than a similarly responsible firm? Is that true? 

Dr. Buatr. I am glad that you emphasized that point. I tried to 
make it in my statement. 

35621 O—60—pt. 21-17 
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Senator Harr. I was distracted for a moment, and I wanted to be 
sure of that fact. 

Dr. Bua. I am glad that you emphasize it because it cannot be 
emphasized too greatly. There is nothing wrong in buying products 
from another form. There may be something wrong, however, in im- 
plying that because you sell it, you also manufacture it. 

Senator Harr. That is understood. , 

This completes, I take it, the testimony to be heard in the series 
of hearings that began on Tuesday. The hearings, as the chairman 
of the committee, Senator Kefauver, indicated, were to develop a 
better understanding of the matter of dispensing a drug by generic as 
against trade name. 

Surely, the testimony indicates that increasing controversy is devel- 
oping in the drug industry as to the desirability of broadening this 
method of prescription. Assuredly, there is a deep conflict of testi- 
mony, but of greatest concern to the committee, I think, is the fact 
that there is conflict even on the most basic of all questions—and that 
is whether it would be safe, quite’aside from whatever economic harm 
or good that might result: Would it be safe? There is question even 
with respect to the form of generic prescription used in hospitals and 
other quasi-public institutions. 

What disturbs me is the fact that while we never heard it said, 
there may be a tendency to resolve not the question of safety but re- 
solve it with respect to certain segments of those for whom prescrip- 
tions are given. If you are a welfare case or if you are in a charity 
bed, apparently prescriptions are issued in generic form, but at the 
same time and in the same areas it is said that this should not be 
done for those who are paying the full rate. I think we would all 
agree that this isn’t the way we resolve this question, because there 
really isn’t any price tag on safety. 

I think one oF the most apparent results of the hearings of this week 
is the fact that many onal seem to think that the only way you 
can be safe is to rely on a manufacturer with a trade name you recog- 
nize. As was witnessed by the report from the Jefferson Hospital, the 
sources of the material were not identified, but it was found that in 
some of the cases of their selected. study, some of the materials simply 
did not meet minimum U.S.P. standards. 

It would seem to me that the committee should consider the ques- 
tion of whether in our society there ought not be a public agency that 
can be relied upon to insure the minimum, which is another way of 
saying we had better find out whether the Food and Drug Adminis- 
tration has been given enough money, and even if given more money, 
has enough power under existing law to give the answer which I think 
the public is quite entitled to. But is there some public agency that 
we can rely upon or turn to, to insure safety, rather than the good 
reputation of manufacturer, although this latter is always a factor 
in every aspect of our lives? 

For this reason, I think the week’s hearings have been of value. 
Certainly, they have suggested many other almost secondary consider- 
ations now in the light of this basic question that has been raised, the 
business of whether we have a setistactory source for the establish- 
ment of generic names; whether they can be simplified. 
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The related questions which have been touched upon have bene- 
fited the committee, I am sure. But speaking for myself, I would 
hope that question can get a broader concensus on the question of who 
is right, because responsible people have testified on both sides of 
this question. Many, many responsible people have been reported 
as recommending the use of generic prescriptions more broadly. As- 
suredly, they would never make such suggestion if they had any fear 
about safety; and, assuredly, they would not think it was all right 
in the case of some segments of the community but not to be done 
in the case of the economically more fortunate segments, whether it 
was right or wrong, in my book. 

The subcommittee will recess until Tuesday next. 

(Whereupon, at 5:10 p.m., the hearing was recessed, to reconvene 
on Tuesday, May 17, 1960.) 








EXHIBITS AND APPENDIX 


Exursir 382 


CONSUMERS UNION REPORTS SUBMITTED BY MRS. BRADY 
{From Consumer Reports, October 1946] 
ASPIRIN 


WHETHER YOU PAY 5 CENTS OR 85 CENTS FOR A HUNDRED TABLETS, YOU ARE LIKELY 
TO GET A STANDARD MATERIAL OF KNOWN COMPOSITION, CU FOUND IN TESTING 65 
BRANDS 


Despite advertising claims for the superiority of particular brands of aspirin, 
CU chemists found little difference between brands except the price. All but 
one brand—Certified Pharmacal—met U.S. Pharmacopoeia standards for aspirin. 

Prices paid by CU shoppers ranged from 2 cents per hundred to 85 cents per 
hundred with about 70 percent of the brands costing 29 cents or less per hun- 
dred. Since all brands were alike in all important respects, consumers would 
be wise to disregard descriptive terms such as “pure,” “genuine,” “certified,” 
“dissolves faster,” etc., and buy the aspirin that’s cheapest. 

You probably won’t be able to find aspirin at 2 cents per hundred, but you 
should be able to buy it almost any time at less than 20 cents per hundred. 
Many drug, cutrate, and department stores use aspirin as a “leader” or “special” 
and sell it at considerably less than the usual price. Aspirin is most economically 
bought in hundred-tablet or larger bottles when they are on sale. 


THE BAYER STORY 


A brief review of the Bayer story will help explain how some firms can sell 
aspirin for considerably more than others and keep on selling it. 

At the turn of the century the German firm of Bayer, unable to get a patent 
on acetylsalicyclic acid in Europe, obtained one from the U.S. Patent Office, 
and for the next 17 years no other brand of acetylsalicyclic acid (aspirin) could 
be sold in this country. This monopoly forced Americans to pay about 11 
times as much for aspirin tablets as Europeans did 

When this profitable patent expired in 1917, the competition forced the 
Bayer Co. into an expeusive advertising campaign claiming this product to 
be the one and only genuine aspirin. It wasn’t until 17 years later, in 1934, 
that the Federal Trade Commission ordered Bayer to cease and desist from 
representing that the word “aspirin” was a Bayer trademark, and that aspirin 
not made by Bayer wus counterfeit. By this time the public had been pretty 
thoroughly sold on the idea that you had to pay a high price to get good 
aspirin. 

Today a 100-tablet bottle of Bayer aspirin is marked “price 75 cents” though 
it may be bought for less. But Bavyer’s does not have the unique distinction 
of being the highest priced aspirin. “Tabloid” aspirin, put out by Burroughs 
Wellcome & Co., costs 85 cents. 


MUST MEET SAME STANDARDS 


It may be worth 85 cents to you to know that the same brand of aspirin that 
relieves your headache is relieving the headaches of “all the great exploring and 
military expeditions.” But all aspirin tablets—whether marked “N.F.” (Na- 
tional Formulary), “U.S.P.” (United States Pharmacopoeia), “Acetylsalicylic 
Acid” or simply “‘Aspirin’’—are required by law to meet the same standards of 
purity and identity. The U.S.P. states that aspirin tablets must contain not less 
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than 95 percent and not more than 105 percent of the labeled amount of acetyl- 
salicylic acid. The only brand which did not meet this specification—Certified 
Pharmacal—contained about 0.4 grain less than the minimum specification. 

The U.S.P. also states that the tablets should be packed in well-closed con- 
tainers. Absorption of moisture causes the tablets to decompose into acetic 
acid and salicylic acid. This change can be detected by a strong vinegary odor 
emanating from a newly opened bottle of aspirin tablets. CU technicians found 
only one brand—the same Certified Pharmacal—which contained excessive free 
salicylic acid. 


ADVERTISEMENTS MISLEADING 





Quick disintegration time, hence quick relief from pain, was another claim 
dreamed up by Bayer’s ad writers. Other brands followed suit with labels 
reading “dissolves quickly,” “disintegrates promptly,” etc. Actually, the speed 
with which an aspirin tablet dissolves in water is no indication of the speed 
with which it is absorbed by the system, nor of the speed of relief from minor 
aches and pains. 

Before aspirin can act on a headache it must pass through the stomach into the 
small intestine. How long this takes depends on many factors. (See June 
1946 Reports, “Bayer Aspirin.” ) 

According to medical authorities aspirin is probably the safest and most 
efficient of all analgesics. However, jt is not quite the harmless cure-all the 
companies selling it would have you believe. 

Some persons are sensitive to it. In these cases even very small doses may 
cause symptoms of aspirin poisoning—skin eruptions, swelling of lips and face, 
nausea, and vomiting. If you show any symptoms of sensitivity to it, don’t 
take any more. If you suffer from stomach ulcer, asthma, hay fevers or eczema 
you should take aspirin only under a doctor’s supervision. 

Aspirin should be taken with a pinch of bicarbonate of soda, to prevent 
gastric irritation. Taking it with milk or after food also helps to prevent 
gastric irritation. 

Some medical investigators feel that indiscriminate and prolonged use of 
aspirin as a cure-all may be a factor in causing heart disease. It has been 
found also that large doses of aspirin given over a long period of time may 
impede normal coagulation of the blood unless vitamin K is administered 
simultaneously. 

So, though aspirin is quite safe for most people when used for the temporary 
relief of occasional aches and pains, one should not fail to recognize the hazards 
connected with its habitual and indiscriminate use. 

Nor should one allow its analgesic effects to take the place of needed medica! 
attention. Continued pain may be an fhdication of serious illness. Aspirin 
cannot cure the ill, and its use for temporary relief of unpleasant symptoms 
should never be considered as a satisfactory treatment. 

CU technicians examined 65 brands of aspirin for amount of aspirin per 
tablet and for free salicylic acid. Except for the brand mentioned above, no 
significant differences in quality were found in the brands tested. They are 
rated in order of increasing cost per hundred tablets. 

The prices given are those paid for the test samples. Except where prices 
are fixed, considerable variation may be found from store to store and during 
special sales, 


ACCEPTABLE 
(In order of increasing cost per hundred) 


Dr. Sachs (Dr. Sachs Laboratories, Inc., Chicago). 
tained 4.9 grains of aspirin. 

Chem-Pur (Products Corp. of America, Chicago). 4 cents per hundred. (Reg- 
ular price 19 cents.) Contained 5 grains of aspirin. 

Troy (Troy Pharmacal Co., San Francisco). 5 cents per hundred. 
4.9 grains of aspirin. 

Ifobart’s (Special Sale Products Co., Boston). 7 cents per hundred. 
4.9 grains of aspirin. 

Merit (Merit Drug Co., San Francisco). 8 cents per hundred. Contained 4.8 
grains of aspirin. 

Certified Brand (Certified Aspirin Co., NYC). 9 cents per hundred. 
5 grains of aspirin. 


2 cents per hundred. Con- 


Contained 


Contained 


Contained 
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Zaleo (Zalco Co., St. Paul, Minn.). 9 cents per hundred. Contained 5 grains 
of aspirin. 

Gimbels (Gimbel Brothers, NYC). 19 cents for 200 tablets (10 cents per 100). 
Contained 5 grains of aspirin. 

Goldex (Goldsmith Brothers, NYC). 10 cents per hundred; 24 cents for 250 
tablets (10 cents per hundred). Contained 4.8 grains of aspirin. 

Harco (Harco Chemical Corp., NYC). 13 cents per hundred. Contained 4.9 
grains of aspirin. 

Macy’s (R. H. Macy & Co., NYC). 17 cents per hundred ; 43 cents for 500 tablets 
(9 cents per hundred). Contained 4.8 grains of aspirin. 

Jordan Marsh Co. (Jordan Marsh Co., Boston). 17 cents per hundred (on sale— 
regular price 19 cents). Contained 4.9 grains of aspirin. 

Wards Cat. No.—2354 (Montgomery Ward). 18 cents per hundred plus postage. 
Contained 5 grains of aspirin. [This was ordered out of the Spring and Sum- 
mer catalog. The new Fall and Winter '46—’47 catalog does not list 100 tablet 
bottles for this brand nor the above number. The listing is: Cat. No.—2065, 
39 cents plus postage for 250 tablets (16 cents per hundred).] 

Liberty (Liberty Cut Rate Drug Stores, Inc., NYC). 19 cents per hundred. 
Contained 5 grains of aspirin. 

Loeser (Frederick Loeser & Co., Brooklyn). 19 cents per hundred. 29 cents 
for 200 tablets (15 cents per hundred). Contained 4.9 grains of aspirin. 

Allen’s (Allen Laboratories, NYC). 19 cents per hundred. Contained 4.8 grains 
of aspirin. 

Federated (Federated Products Co., Kansas City, Mo.). 19 cents per hundred. 
32 cents for 200 tablets (16 cents per hundred). Contained 4.8 grains of 
aspirin. 

Filene’s (Wm. Filene’s Sons Co., Boston). 19 cents per hundred. 39 cents for 
250 tablets (16 cents per hundred). Contained 5 grains of aspirin. 

Hamilton (Hamilton Products Co., NYC). 20 cents per hundred. Contained 4.8 
grains of aspirin. 

Blue Diamond (Hearns, NYC). 21 cents per hundred. 54 cents for 300 tablets 
(18 cents per hundred). Contained 4.9 grains of aspirin. , 

Yale (Yale Product, Inc., NYC). 21 cents per hundred. 438 cents for 250 tablets 
(17 cents per hundred). Contained 4.9 grains of aspirin. 

PS (Associated Merchandising Corp., NYC). 22 cents per hundred. 34 cents for 
200 tablets (17 cents per hundred). Contained 4.8 grains of aspirin. 

A.P.S. Brand (Crowley, Milner & Co., Detroit). 23 cents per hundred. Con- 
tained 4.9 grains of aspirin. 

Faircrest (The Fair, Chicago). 23 cents per hundred. Contained 5 grains of 
aspirin. 

Drake (Drake Laboratories, Philadelphia). 59 cents for 250 tablets (24 cents 
per hundred). Contained 4.9 grains of aspirin. 

Sam’s (Sam’s Cut Rate, Inc., Detroit). 49 cents for two 100 tablet bottles (25 
cents per hundred). Contained 4.9 grains of aspirin. 

A.P.C. (American Pharmaceutical Co., NYC). 25 cents per hundred. Con- 
tained 4.9 grains of aspirin. 

SVB (Seruggs, Vandervoort, and Barney, St. Louis). 25 cents per hundred. 
39 cents for 200 tablets (20 cents per hundred). Contained 4.8 grains of 
aspirin. 

Sears Approved Cat. No.—8E643 (Sears, Roebuck). 27 cents plus postage per 
hundred. Contained 4.9 grains of aspirin. 

Altest (Donaldson’s, Minneapolis). 29 cents per hundred. Contained 5 grains 
of aspirin. 

Boyle (Boyle & Co., Los Angeles). 29 cents per hundred. Contained 4.9 grains 
of aspirin. 

Dan-O (Benatar’s Cut Rate Drugs, San Francisco). 29 cents per hundred. 49 
cents for 200 tablets (25 cents per hundred). Contained 4.9 grains of aspirin. 

Dayton (The Dayton Co., Minneapolis). 29 cents per hundred. Contained 4.9 
grains of aspirin. 

Druco (Philadelphia Wholesale Drug Co., Philadelphia). 29 cents per hundred. 
Contained 5 grains of aspirin. 

Hudson’s (The J. L. Hudson Co., Detroit). 29 cents per hundred. Contained 5 
grains of aspirin. 
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King (Crown Drug Stores, Brooklyn). 29 cents per hundred. Contained 4.9 
grains of aspirin. 

Kinsel’s (Kinsel Drug Co., Detroit). 29 cents per hundred. 89 cents for 500 
tablets (18 cents per hundred). Contained 4.9 grains of aspirin. 

L-B (Lit Bros., Philadelphia). 29 cents per hundred. $1 for 500 tablets (20 
cents per hundred). Contained 4.9 grains of aspirin. 

Midwestern (Midwestern Drug Products, Inc., Detroit). 29 cents per hundred. 
Contained 4.9 grains of aspirin. 

Monarch (Goldblatt Bros., Inc., Chicago). 29 cents per hundred. Contained 
4.9 grains of aspirin. 


Powers (Powers, Minneapolis). 29 cents per hundred. Contained 5.1 grains of 
aspirin. 

Shumate’s (Shumate Drug Co., San Francisco). 29 cents per hundred. Con- 
tained 5 grains of aspirin. 


St. Joseph (Plough, Inc., NYC). 29 cents per hundred. Contained 5 grains of 
aspirin. 


Sun Ray (Sun Ray Drug Co., Philadelphia). 29 cents per hundred. Contained 
4.9 grains of aspirin. 

TMO (The May Dept. Stores Co., St. Louis). 29 cents per hundred. 59 cents 
for 250 tablets (24 cents per hundred). Contained 5 grains of aspirin. 

Upjohn (The Upjohn Co., Kalamazoo, Mich.). 29 cents per hundred. 69 cents 
for 250 tablets (28 cents per hundregl). Contained 4.9 grains of aspirin. 

Park (Park Laboratories, NYC). 29 cents per hundred. Contained 5 grains of 
aspirin. 

Lilly A. S. A. Tablets No. 186 (Eli Lilly & Co., Indianapolis). 32 cents per 
hundred. Contained 5.1 grains of aspirin. 

Hi-Test (Hi-Test Pharmacal Co., Cleveland). 33 cents per hundred. Contained 
4.8 grains of aspirin. 


Purified Brand (Stineway Drug Stores, Chicago). 33 cents per hundred. Con- 
tained 4.7 grains of aspirin. 


Sealpure (Ford Hopkins Co., Chicago). 33 cents per hundred. Contained 4.9 
grains of aspirin. 

Walgreen’s (Walgreen Co., Chicago). 33 cents per hundred. 59 cents for 200 
tablets (30 cents per hundred). Contained 5 grains of aspirin. 

Whelco (Whelco Products Inc., NYC). 34 cents per hundred. 79 cents for 250 
tablets (32 cents per hundred). Contained 4.8 grains of aspirin. 

McKesson’s (McKesson & Robbins, Inc., NYC), 39 cents per hundred. Con- 
tained 5 grains of aspirin. 

Norwich (The Norwich Pharmacal Co., Norwich, N.Y.). 
Contained 5 grains of aspirin. 

Peoples Quality (Peoples Drug Stores, Washington, D.C.). 

dred. Contained 4.9 grains of aspirin. 

Prescription Druggist (J. O. Peterson & Sons Drug Co., Minneapolis) 
per hundred. Contained 4.8 grains of aspirin. 

Schieffelin (Schieffelin & Co., NYC). 39 cents per hundred. (Contained 4.8 
grains of aspirin. 

A.D.8. (American Druggists Syndicate, Inc., NYC). 39 cents and 49 cents per 
hundred respectively in New York and San Francisco. Contained 4.8 grains 
of aspirin. 

Premo (Premo Pharmaceutical Labs., Inc.). 49 cents per hundred. Contained 
5 grains of aspirin. 

Puretest (United Drug Co., Boston). 49 cents per hundred. 
grains of aspirin. 

Squibb (E, R. Squibb & Sons, NYC), 49 cents per hundred. 
(35 cents per hundred). Contained 4.9 grains of aspirin. 

Parke, Davis & Co.’s Acetylsalicylic Acid (Parke, Davis & Co., Detroit). 49 cents 
per Lundred. Contained 5 grains of aspirin. 

Bayer (The Bayer Co., NYC). 59 cents per hundred. 
75¢.” (Contained 4.9 grains of aspirin. 

“Tabloid” (Burroughs Wellcome & Co., Inc., NYC). 
tained 4.9 grains of aspirin. 


39 cents per hundred. 
39 cents per hun- 


39 cents 


Contained 4.8 


69 cents for 200 


Carton labeled “price 


85 cents per hundred. Con- 
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NOT ACCEPTABLE 


(For the reasons stated) 


Certified Pharmacal Company (Certified Pharmacal Co., NYC). 14 cents per 
hundred. Contained 4.36 grains of aspirin—approx. .4 grain less than the min- 
imum allowed by the U.S. Pharmacopoeia. Also contained excessive free 
salicylic acid. 

{From Consumer Reports, June 1944] 


ASPIRIN Is ALL ALIKE, 80 BUY THE CHEAPEST BRAND 
BUT BEWARE OF OVERDOSING, CU ADVISES 


You can pick your own price when you buy aspirin—anywhere from 7 cents to 
85 cents per hundred tablets, CU found in shopping the national market. Is this 
because there are great differences between brands? CU tested 48 of them and 
found no significant variation except in the amount of aspirin per tablet—and 
all but four contained the amount specified by the U.S. Pharmacopoeia. 

One pound of crystallized acetylsalicylic acid (this is aspirin’s technical name) 
will make 1,400 5-grain tablets. And a pound costs only 40 cents at wholesale. 
No wonder some firms can sell a hundred tablets for 7 cents and still make a 
profit. The remarkable thing is that other firms can charge 5 to 12 times as 
much and get away with it. Part of the explanation of this phenomenon lies in 
the story of Bayer’s. 

In 1900, unable to get a patent on acetylsalicylic acid in Europe, the German 
firm of Bayer obtained one from the U.S. Patent Office, and for the next 17 years 
no other brand of acetylsalicylic acid (aspirin) could be sold in this country. 
Under this arrangement Americans were forced to pay about 11 times as 
much for aspirin tablets as Europeans did. 

This extraordinary and profitable patent expired in 1917. In order to counter- 
act the effects of resulting competition, Bayer’s claimed to be the only genuine 
aspirin. This meant expensive advertising—which the consumer paid for. The 
fraud worked for another 17 years until, in 1934, the Federal Trade Commission 
ordered Bayer’s to cease and desist from representing that the word “Aspirin” 
was a Bayer trademark, and that aspirin not made by Bayer was counterfeit. 
But by this time the public had been pretty thoroughly sold on the idea that 
you had to pay a high price to get good aspirin. 

Today Bayer’s genuine aspirin is still, in effect, the kite that holds up one end 
of the price range, though another company, Burroughs Wellcome’s “Tabloid,” 
appealing to that select group who want something super-extra-special when 
buying aspirin, charges even more for its product. 

All aspirin tablets—whether marked N.F. (National Formulary), U.S.P. 
(United States Pharmacopoeia), acetysalicylic acid, or simply aspirin—are re- 
quired by law to meet the same standards of purity and identity. The U.S.P. 
states that aspirin tablets must contain not less than 95 percent and not more 
than 105 percent of the labeled amount of acetylsalicylic acid. The four brands 
which, CU found, did not exactly meet this requirement varied so little from it 
that they are still rated “acceptable.” (Dixon’s and The Ow! contained less, 
A.P.C. and Tabloid more, than the specified amount.) 

The U.S. Pharmacopoeia also states that the tablets should be packed in well- 
closed containers to prevent moisture absorption, which causes the tablets to 
decompose into acetic acid and salicylic acid. This change can be detected by 
a strong vinegary odor emanating from a newly opened bottle of aspirin tablets. 
CU found no samples in which this reaction had taken place; all brands were 
considered “properly packed.” 

Another phony claim in Bayer’s advertising was that of quick “disintegration 
time.” Restrained from claiming the word “Aspirin” as its own private prop- 
erty, Bayer’s worked up a major campaign on the time it takes for an aspirin 
to dissolve after you swallow it. Purpose: To prove that Bayer aspirins were 
superior to their rivals because they dissolved faster, thus providing quicker re- 
lief from pain. 
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Simply as a matter of interest, CU tested all brands for speed of disintegra- 
tion and found that there was, indeed, considerable variation between brands, 
and, in a few cases, within the brand itself. However, the speed of disintegra- 
tion has nothing to do with the effectiveness of aspirin, since it has to pass into 
the intestines before it can be absorbed in any appreciable quantity, and even 
the toughest aspirin will dissolve in the time it takes to pass through the 
stomach. It might even be argued—contrary to the Bayer claim—that the tablet 
which disintegrates most rapidly is the least desirable because it may dissolve 
in the mouth, leaving a trail of bitterness behind it. 

Although aspirin is considered the safest and most popular of the “pain 
killers” (enormous quantities are consumed in tablet form, and it is the third 
most used ingredient in doctors’ prescriptions), it is not the perfectly harness 
cure-all its promoters would have you believe. It should always be taken with 
a pinch of bicarbonate of soda to prevent gastric irritation, doctors advise. 

Some persons are sensitive to it. In these cases even very small doses may 
cause symptoms of aspirin poisoning—skin eruptions, swelling of lips and face, 
nausea and vomiting. If you show any symptoms of sensitivity to it, don’t take 
any more of it. If you suffer from stomach ulcer, asthma, hay fever, or eczema 
you should take aspirin only under a doctor’s supervision. 

In addition, medical investigators have recently found that aspirin, given in 
large doses over a long period of time, may impede normal coagulation of the 
blood unless vitamin K is administered simultaneously. 

So, although aspirin is effective and, for most people, quite safe when used 
for the temporary relief of occasional aches and pains, you should not fail to 
recognize the hazards connected with its habitual and indiscriminate use. 

Nor should you, as many people unwisely do, allow its numbing effects to take 
the place of medical attention. You may be really ill when you have a pain. 
Aspirin cannot cure you, and its use to remove unpleasant symptoms should 
never be considered as a treatment for removing their cause. 

No significant difference was found in the quality of the brands CU tested. 
They are rated in the order of increasing cost, cheapest brands first. 

The prices given are those paid for the test samples. Except where prices are 
fixed, considerable variation may be found from store to store and during special 
sales. 


ACCEPTABLE 


Troy (Troy Pharmacal Co., San Francisco). 7 cents per hundred. Contained 
4.7 grains aspirin. Aspirin content slightly below specifications. 

xoldex (Goldsmith Bros., NYC). 11 cents per hundred. Contained 5.0 grains 
aspirin. 

Certified (Certified Aspirin Co., NYC). 12 cents per hundred. Contained 4.8 
grains aspirin. Available nationally. 

Symbol (Symbol Drugs, San Francisco). 12 cents per hundred. Contained 4.7 
grains aspirin. 

Accuracy (Accuracy Products Co., Hamden, Conn.). 14 cents per hundred. 
Contained 5.0 grains aspirin. Available in Connecticut, Rhode Island, and 
Massachusetts at Allen’s Cut-Rate Stores. 

All Proven Superior (All Proven Superior Products Co., Detroit, Mich.). 39 
cents for 250 tablets (15.6 cents per hundred). Contained 5.0 grains aspirin. 

Blue Diamond (Hearn’s, NYC). 32 cents for 200 tables (16 cents per hun- 
dred). Contained 5.0 grains aspirin. Available at Hearn’s Dept. Store, NYC. 

Hobart’s (Special Sale Products Co., Boston, Mass.). 33 cents per 200. Con- 
tained 5.1 grains aspirin. 

Bargain Aspirin Cat. No.—647 (Sears, Roebuck). 18 cents plus postage per 
hundred. Label marked Bonded Tablets distributed by American Co., Mem- 
phis, Tenn. Contained 5.2 grains aspirin. Available nationally and by mail 
order. 

Wards Cat. No.—2354 (Montgomery Ward). 18 cents plus postage per hundred. 
Contained 5.1 grains aspirin. Available by mail order. 

Hamilton (Hamilton Products Co., NYC). 19 cents per hundred. Contained 5.0 
grains aspirin. Available nationally. 

Arch (Arch Pharmacal Co., San Francisco). 19 cents per hundred. Contained 
5.0 grains aspirin. 

Aspirin Tablets (Cuneco Chemical Co., Detroit). 19 cents per hundred. Con- 
tained 4.9 grains aspirin. Available in Michigan at Cunningham Drug Stores. 

Aspirin Tablets (Jordan Marsh Co., Boston). 19 cents per hundred. Contained 

4.9 grains aspirin. 
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Fabery’s (Fabery Chemical Co., Boston). 19 cents per hundred. Contained 5.0 
grains aspirin. 

Faircrest (The Fair, Chicago). 24 cents per hundred. Contained 5.0 grains 
aspirin. Available at The Fair, Chicago. 

Gimbels (Gimbel Bros., NYC). 25 cents per hundred. Contained 4.7 grains 
aspirin. Aspirin content slightly below specifications. 

I.D.A. (Independent Druggists’ Alliance Distributing Co., Chicago). 25 cents 
per hundred. Contained 4.9 grains aspirin. 

PS (Associated Merchandising Corp., NYC). 25 cents per hundred. Contained 
4.8 grains aspirin. Available nationally at AMC Stores. 

Sam’s (Sam’s Cut Rate, Inc., Detroit). 29 cents per hundred. Contained 
4.8 grainsaspirin. Available at Sam’s, Detroit. 

Sears Approved Cat. No.—643 (Sears, Roebuck). 27 cents plus postage per hun- 
dred. Contained 5.0 grains aspirin. Available by mail order. 

Park (Park Laboratories, NYC). 29 cents per hundred. Contained 5.0 grains 
grains aspirin. 

L—B (Lit Bros., Philadelphia). 29¢ per hundred. Contained 4.9 grains aspirin. 

Drake (Drake Laboratories, Philadelphia). 29 cents per hundred. Contained 
5.0 grains aspirin. Available in Pennsylvania, New Jersey, and Delaware at 
Sun Ray Drug Stores and in California at Sontag Drug Stores. 

Dixon’s (Dixon Chemical Corp., NYC). 29 cents per hundred. Contained 4.6 
grains aspirin. Aspirin content slightly below specifications. Small metal 
purse container for tablets enclosed in package. 

The Owl (The Owl Drug Co., San Francisco). 29 cents per hundred. Contained 
4.6 grains aspirin. Aspirin content slightly below specifications. 

Dan-O (Benatar’s Cut Rate Drugs, San Francisco). 29 cents per hundred. 
Contained 5.0 grains aspirin. Available in San Francisco at Benatar’s Stores. 

Kinsel’s (Kinsel Drug Co., Detroit, Mich.). 29 cents per hundred. Contained 
5.1 grains aspirin. 

Schieffelin (Schieffelin & Co., NYC). 33 cents per hundred. Contained 4.8 
grains aspirin. 

Purified Brand (Stineway Drug Stores, Chicago). 33 cents per hundred. Con- 
tained 4.9 grains aspirin. Available in Chisago at Stineway Stores. 

Hi-Test (Hi-Test Pharmacal Co., Cleveland, Ohio). 33 cents per hundred. 
Contained 4.9 grains aspirin. 

United Whelan (Whelan Drug Co., Inc., NYC). 34 cents per hundred. Con- 
tained 4.8 grains aspirin. Available nationally at Whelan Stores. 

St. Joseph (Plough, Inc.,, NYC). 35 cents per hundred. Contained 5.1 grains 
aspirin. Available nationally. 

Norwich (Norwich Pharmacal Co., Norwich, N.Y.). 35 cents per hundred. 
Contained 5.1 grains aspirin. Available nationally. 

McKesson’s (McKesson & Robbins, Inc., NYC). 39 cents per hundred. Con- 
tained 5.2 grain aspirin. Available nationally. 

Upjohn (Upjohn Co., Kalamazoo, Mich.). 39 cents per hundred. Contained 
5.0 grains aspirin. Available nationally. 

Walgreen’s (Walgreen Co., Chicago). 39 cents per hundred. Contained 5.0 
grains aspirin. Available nationally at Walgreen Stores. 

et Drug Co., Phila.). 39 cents per hundred. Contained 5.3 grains 
aspirin. 

Gallia (The White House, San Francisco). 39 cents per hundred. Contained 
4.9 grains aspirin. Available at The White House, San Francisco. 

Stayner (Stayner Corp., Berkeley, Calif.). 39 cents per hundred. Contained 
4.7 grains aspirin. Aspirin content slightly below specifications. Available 
on Pacific Coast. 

Shumate’s (Shumate Drug Co., San Francisco). 39 cents per hundred. Con- 
tained 4.8 grains aspirin. 

A.D.S. (American Druggists Syndicate, Inc., NYC). 39 cents per hundred. 
Contained 5.0 grains aspirin. Available nationally. 

Edwards (Edwards Drug & Chemical Co., Detroit). 39 cents per hundred. 
Contained 4.8 grains aspirin. 

Puretest (United Drug Co., Boston). 49 cents per hundred. Contained 5.3 
grains aspirin. 

Squibb (E. R. Squibb & Sons, NYC). 49 cents per hundred. Contained 5.0 
grains aspirin. Available nationally. 

Bayer (Sterling Drug Inc., NYC). 59 cents per hundred. Contained 5.0 grains 
aspirin. Available nationally. 
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The following brands contained aspirin in amounts considerably above those 
called for by the specifications : 
A.P.C. (American Pharmaceutical Co., NYC). 29 cents per hundred. Contained 
5.6 grains aspirin. Available on Atlantic and Pacific Coasts and in Midwest. 
‘Tabloid’ (Burroughs Wellcome & Co., Inc., NYC). 85 cents per hundred. Con- 
tained 5.7 grains aspirin. Available nationally. 


ADMINISTERED PRICES 


MASKED ASPIRIN 


Various manufacturers of proprietary medicines have tried at different times 
to cash in on the popularity of aspirin by putting out products containing it and 
disguising its taste. With the exception of Dillard’s Aspergum the success of 
these products has proved disappointing to their promoters, their short-lived 
fame resulting chiefly in minor annoyances for FDA or FTC. 

In 1940 FDA was forced to concern itself with the conditions under which an 
aspirin lollipop might be marketed. The first decision was that since the product 
so closely resembled an ordinary lolipop, it would fall in the category of adul- 
terated candy. Four months later the interpretation of the law was changed. 
Provided their labels assured the consumer that they were not candy and should 
be used only by or under the direction of physicians, aspirin lollipops were 
permitted to go on the market. Their avowed purpose: To ease the miseries of 
tiny tonsillectomy victims. Such lollipops have not been seen for several years. 
Apparently the children didn’t like the flavor—even when they got it on a stick. 

Way back in 1936 Justin Haynes & Co. discovered an even simpler way of eas- 
ing pain. With Aspirub, optimistically claimed this firm, a sore throat or head- 
ache could be cured by external massage. ‘Because this ointment has an aspirin 
content of only 1% percent,” declared FTC, “and because even if it were 100 
percent aspirin the medication could not be absorbed through the skin, the Gov- 
ernment has charged the manufacturers with deceiving the consuming public 
and using unfair means to divert trade from manufacturers of aspirin tablets.” 
Aspirub, too, has disappeared from the druggist’s shelves. 


{From Consumer Union Reports, January 1941] 
ASPIRIN—6 CENTS TO 98 CENTS PER 100 


DOES IT TAKE GENUINE BAYER’S TO CURE A GENUINE HEADACHE? ANR CAN YOU EXPECT 
TO GET GOOD ASPIRIN FOR JUST 6 CENTS A HUNDRED TABLETS? SOME FACTS IN THE 
MATTER 


What aspirin do you take? Do you buy Bayer’s “Genuine” or a old 
brand? 

If you do buy Bayer’s, you have lots of company. CU does not know the sales 
statistics in the aspirin category of domestic commerce, but assuredly Bayer’s is 
at or near the top. As we have many times before, we take our hats off to the 
power of advertising to make sales and influence people. And as we have with 
many other products, we should like now with this product to examine the 
relation of the advertising to the facts, as determined by laboratory tests. 

First of all, what is aspirin? It is acetylsalicyclic acid, a painkiller. It is 
probably the safest of the innumerable remedies sold for the relief of pain. But 
it is not entirely harmless. Many individuals are sensitive to it and can develop 
unpleasant symptoms from taking even small doses. Specifically, nausea, skin 
eruptions, hives, and swelling of the lips and face can follow its use, and if any 
of these common symptoms of sensitivity do occur, the taker should stop taking 
it at once. Persons suffering from asthma, hay fever, hives or eczema should 
take aspirin only under a physician's supervision. 

Aspirin has no effect on colds or other organic conditions. It may, however, 
provide some temporary relief from pains, aches, soreness, etc., accompanying 
such conditions. 

Some of the numerous brands of aspirin on the market call themselves N.F. 
(National Formulary) Aspirin Tablets; some just say Aspirin Tablets; some 
say Aspirin, U.S.P. (United States Pharmacopoeia). Some of the labels read 
“S-grain tablets”; others read “5 grains of aspirin”; others say “5 grains 
acetylsalicyclic acid”; still others say “5-grain aspirin tablets.” 
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In all cases the use of either the word “aspirin” or the words “acetyl-salicylic 
acid” means that the active ingredient of the tablets is required by law to meet 
the standards of the U.S.P. as regards purity and identity. Standards for the 
tablet form of aspirin are contained in the National Formulary, which states 
that the tablets must have not less than 92.5 percent and not more than 107.5 
percent of the labeled amount of acetyl-salicylic acid. 

If all aspirin tablets must meet the same standards, what significant dif- 
ferences are found among brands? The answer to this one is that no signifi- 
cant differences are found among brands. It is a fact ordained by law and 
proved by CU’s recently completed analyses of 22 brands that all aspirin tablets 
have the same effects. 

It is, therefore, fair to ask why the prices of aspirin tablets range from a low 
of 6 cents per 100 tablets to a high of 98 cents per 100 tablets, which was the 
range CU found in the brands tested. And the answer is that there is no ex- 
planation within the limits of reason. Beyond the limits of reason—but this 
brings us to Bayer’s. 

BAYER’S HISTORY 


The history of aspirin in the United States, from 1900 to 1917, was exclusively 
the history of Bayer’s. Originally a German concern, Bayer had sought unsuc- 
cessfully to get a patent on the manufacture of aspirin in Europe. Not a single 
European country would issue such a patent. But in 1900 the U.S. Patent Office 
re And so, for 17 years, nobody could sell aspirin in this country except 

ayer. 

One result of this monopoly was that the American public during those 17 years 
paid just about 11 times as much for aspirin as Europeans did. Then in 1917, 
the patent expired. The gates were down for competition. 

To hamstring that competition, Bayer promptly began to hold forth in the 
advertising pages as the “genuine” aspirin. Implication: all other aspirins 
were something else. And so well and insistently did Bayer do this job that 
the public strung along. Other brands were becoming increasingly available, 
and at lower prices. But the public had for 17 years known no brand but 
Bayer’s, and Bayer’s was still the aspirin. It said so right in the ads. 

Not until 1934 did the law catch up with Bayer advertising. In that year 
the Federal Trade Commission cleared its eyes, saw that was going on, and 
filed a complaint. Waiving trial, the company agreed (in September 1934) to the 
FTC’s order that it cease and desist from representing that the word “aspirin” 
was a Bayer trademark, that aspirin not made by Bayer was spurious or counter- 
feit, and from making such claims as “Bayer aspirin is always safe,” “It does not 
depress the heart.” 

Meantime, between the FTC’s complaint and the signing of the order, Bayer 
had knocked its price down a trifle. But the big need was for a good advertising 
appeal. And so it worked out the argument that Bayer’s aspirin disintegrates 
faster than other aspirins. 

That brings us up to date, for Bayer continues to make much of the point. As 
for its merits, two things need to be said: (1) speed of disintegration has nothing 
to do with the effectiveness of aspirin, since the aspirin has to pass into the in- 
testines before it can be absorbed in any appreciable quantity, and even the 
toughest of aspirins is dissolved in the time it takes to pass through the stomach ; 
(2) many other aspirins disintegrate as fast as or faster than Bayer’s. 

CU did not test for disintegration time in the current project. Tests conducted 
by the North Dakota Regulatory Department in line of its official duties have 
made it amply clear that Bayer’s was by no means the first aspirin to dissolve. 


TEST RESULTS AND RATINGS 


What ©U did do was to analyze 22 different brands. It found that the tablets 
contained from 4.8 to 5.2 grains of aspirin which is well within allowable limits. 
Four of the brands exceeded the requirements for presence of salicylic acid, and 
that fact is not in the ratings of these brands. They are still counted as ac- 
ceptable, however, since the excess was too small in each case to make harmful 
effects likely. 

Inasmuch as no measurable difference in quality was found, the ratings are 
based solely on price. All prices are for 100 tablets. The prices given are those 
at which the samples tested were purchased. Except where prices are fixed, 
considerable variation may be found from store to store. 
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BEST BUYS 


Certified (Certified Aspirin Co., NYC). 


6 cents per 100. Contained 5 grains 
aspirin. 


Premo (Premo Pharmaceutical Laboratories NYC). Available at Cooperative 
Distributors for 15 cents per 100. Contained 4.9 grains aspirin. 

Hamilton (Hamilton Products Co., NYC). 19 cents per 100. Contained 5 grains 
aspirin. 


ALSO ACCEPTABLE 


Hobart’s (Special Sale Products Co., Boston). 
grains aspirin. Had excess of salicylic acid. 
Ess-Jay (Ess-Jay Laboratories, Dist., Chicago). 19 cents per 100. Contained 
5.2 grains aspirin. Had excess of salicylic acid. 

The Owl (The Owl Drug Co., San Francisco). 19 cents per 100. Contained 4.8 
grains aspirin. Had excess of salicylic acid. 

I.D.A. (Independent Druggist Alliance Distrib. Co., Chicago). 26 cents per 100. 
Contained 4.8 grains aspirin. 

8S. C. (8. C. Co., Los Angeles). 29 cents per 100. Contained 4.8 grains aspirin. 

Parke, Davis (Parke, Davis & Co., Detroit). 30 cents per 100, Contained 4.9 
grains aspirin. 

Borbro (Borbro Laboratories, Los Angeles). 33 cents per 100. Contained 5 
grains aspirin. 

United Whelan (Whelan Drug Co., Inc., NYC). 34 cents per 100. Contained 
4.9 grains aspirin. 

A.S.A. Tablets N:186 (Eli Lilly & Co., Indianapolis). 35 cents per 100. Con- 
tained 5.2 grains aspirin. 

Upjohn (The Upjohn Co., Kalamazoo). 35 cents per 100. Contained 5.1 grains 
aspirin. 

Edwards (Edwards Drug & Chemical Co., Detroit). 39 cents per 100. Contained 
4.8 grains aspirin. Excess of salicylic acid. 

McKesson’s (McKesson & Robbins, Inc., NYC), 39 cents per 100. Contained 4.8 
grains aspirin. 

St. Joseph (Plough, Inc., NYC). 39 cents per 100. Contained 5 grains aspirin. 

Shumate’s (Shumate Drug Products Co., San Francisco). 39 cents per 100. Con- 
tained 4.8 grains aspirin. 

Squibb (E. R. Squibb & Sons, NYC). 39 cents per 100. Contained 5.1 grains 
aspirin. 

Walgreen’s (Walgreen Co., Chicago). 39 cents per 100. Contained 5.1 grains 
aspirin. 

Puretest (United Drug Co., Boston). 49 cents per 100. Contained 4.9 grains 
aspirin. 

Bayer’s (Bayer Co., Inc., NYC). 59 cents per 100, Contained 4.9 grains aspirin. 

Tabloid (Burroughs, Wellcome & Co., NYC). 98 cents per 100. 5.1 grains aspirin. 


17 cents per 100. Contained 4.9 


EXHIBIT 385 


[Reprinted from the Journal of the American Pharmaceutical Association, 


Practical 
Pharmacy Ed., vol. 18, No. 2, February 1957] 


R BRANDS AND SUBSTITUTION 


(By Robert A. Hardt) ' 


Finally, after all the years of being only vaguely identified, if identified at all, 
in the public mind, Pharmacy is taking measure to make itself known, and some 
of its associations, groups, and councils are developing specific targets. 


FUNCTIONS OF HNI, HIF, AND NPC 


Three cases in point are the National Pharmaceutical Council, the Health In- 
formation Foundation, and the Health News Institute. 

Health News Institute——Through HNI, Pharmacy has joined with other mem- 
bers of the health team, in a first serious attempt as a group to take Pharmacy’s 


1 Condensed from an address delivered at the second annual NPC luncheon, Waldorf- 


Astoria Hotel, New York City, Dee. 13, 1956. Dr. Robert A. Hardt is vice —_— of 
Hoffmann-LaRoche, Inc., and president of the National Pharmaceutical Council. 
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story to the public—to make clear to the consumer and to the patient just how 
the collaboration of manufacturer and wholesaler and retailer and physician 
and pharmacist has helped to lengthen the American life span almost a full 
generation in the past 50 years. On this important job, the veteran editorial 
skills of Chet Shaw and the trained talents of his staff have made the kind of 
start that forecasts a fine and significant future. 

Health Information Foundation.—With HIF, Pharmacy indicates its re- 
spect for the point of view which pervades its laboratories—the scientific at- 
titude and respect for facts. For example, with its surveys on the costs of 
medical care, and by making the facts known in the appropriate quarters, HIF 
not only has shown a need for broadening the base of voluntary insurance plans 
but has produced evidence that such a broadening is practical in the climate of 
our free society. George Bugbee’ and his associates at HIF can take satisfac- 
tion and a share of the credit for the fact that the number of Americans covered 
by voluntary hospital insurance has grown from 66 million to 110 million in the 
last 6 years, with even larger percentage increases for insured medical and sur- 
gical care. 

National Pharmaceutical Council.—If the function of HIF is to ascertain the 
facts, and if the audience of HNI is the general public, the audience of the 
National Pharmaceutical Council, though more limited, is equally important. 
The target of the NPC is immediate and professional—the pharmacist who dis- 
penses and the physician who prescribes. These, if you please, are customers; 
and the objectives of the NPC engage the interest and support of but one element 
of the health team, the manufacturer. 

The National Pharmaceutical Council occupies itself principally with one 
problem—what is frequently called “substitution” but can be expressed positively 
as brand identification. 

BRAND NAME AND INTEGRITY 


Brand name identification is fully as important to the manufacturer of ethical 
pharmaceuticals as it is to the manufacturer who speaks directly to the con- 
sumer—but with the former the significance is of a different kind. 

The manufacturer who makes toothpaste or shampoo can identify his brand 
in the popular mind by playing on a whole range of emotional themes—fear or 
snobbery or greed or vanity or some of the other basic human emotions which 
may not be especially attractive but which do, after all, move inventories by 
making people tick. The textbook word for it is motivation. 

Branding of ethical pharmaceuticals, on the contrary, can have recourse to no 
such bag of tricks. Such branding is geared to one motivation and one alone— 
the feeling of trust and confidence which these products inspire, not in the 
consumer, but in the pharmacist and the physician. Those who build that con- 
fidence are entitled to whatever benefits may accrue therefrom. 

A company which withdraws a new drug from clinical trials because there is 
a suspicion of side effects in 5 percent of the cases tested, or voluntarily retires a 
product when it proves to have an abbreviated shelf life, has earned the right 
to acceptance and respect for its brand name. 

The essential material here is not altogether one of chemistry. It is a rarer 
ingredient—integrity. The story of prescription brand names, what they mean, 
why the physician uses them, and why the pharmacist has a legal and moral duty 
to peeves them is therefore being told by Bill Powers* and Newell Stewart‘ of 
NPC. 

ANTISUBSTITUTION AND ENFORCEMENT 


And, in all fairness, the pharmacists, through the secretaries and members of 
State boards, the deans and professors of the colleges, and the secretaries and 
members of State associations, have by and large been responsive and more than 
willing to endorse the antisubstitution principle. 

Just a few years ago, only four or five boards could be counted on to take 
action against substituting members. Today, that ratio has been precisely re- 
versed. And even from those few States which have yet to take a positive stand, 
hopeful signs are beginning to appear. 

And in providing evidence of substitution to boards of pharmacy who will take 
action on such a basis, manufacturers have proved themselves to be both alert 


2 President, HIF. 
8 Secretary, NPC. 
* Executive vice president, NPC. 
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and adept. Some have become shoppers to a degree which would excite the 
envy of the most bargain-conscious housewife—except that they are on the prowl 
for deception. 

The effectiveness of the National Pharmaceutical Council has been estimated 
statistically. The American Druggist puts the current rate of substitution on 
prescriptions at 4.3 percent, as contrasted with a 14.7 percent in 1953. Recent 
shopping activities of member companies confirm these figures. In some par- 
ticularly troublesome areas, where the substitution rate was running as high as 
15 percent to 20 percent, the percentage has dwindled to between 2 percent and 
4 percent. 

But this is not a time to sit back and admire successes or suspend efforts. 
Indeed, that time will never come. The personnel of State boards of pharmacy is 
continually changing. New students are entering the colleges. The work of the 
council must go on. 

That is why complimentary copies of NPC’s major project for the coming year, 
a booklet entitled “Twenty-Four Reasons Why Rx Brand Names Are Important 
to You,” are being distributed. The “You” in the title is the physician, and no 
physician will be able to say he has not read it on the grounds that he has 


not seen it. Money is being spent on distribution, just as time and effort have 
been spent in preparation. 


ARGUMENTS AGAINST SUBSTITUTION 


In the text, based on arguments marshaled by Newell Stewart and Bill Powers, 
the reasons which make substitution medically dangerous are spelled out. The 
arguments are explicit, scientific, and exhaustive. Paraphrased, a few of them 
are: 

In the substitute drug, all too often there is a loss of potency, which means 
that in effect the patient gets not a pill but a placebo. 

Then there is the factor of compatibility—the ever-present danger that the 
material sold in place of what the physician prescribed may combine harmfully 
with other medications in the system, or may induce an allergic reaction which 
the physician was trying to avoid. 

And there is purity—a widely variable factor, and one that depends on scrupu- 
lous checking at every stage of manufacture from starting material to end 
product. Like the girl who claimed she was only “a little bit pregnant,” purity 
is not a quality that can be expressed in degress. Purity is purity, and that is 
all there is to it. 

Nowhere is this factor better exemplified than in the scrupulous attention that 
quality control receives at every stage of the ethical manufacturing process— 
and how completely it can be ignored in fhe fly-by-night factory of the maker 
of imitation. One such company, tracked down through 4 maze of mail drops and 
false fronts, did $40,000 worth of business in 2 months of illicit operations, and 
another netted $50,000 in 6 weeks. At one stage, the first outfit was working out 
of a building under the name of the Sleepwell Mattress Co., which might suggest 
that their product was a soporific. As a mater of fact, it was represented to be 
a central nervous stimulant. 

Perhaps sustained release is called for in a medication, and here, too, a vast 
variation may be hiding behind identical formulary statements on the label. 
And failure of the dosage to act at the proper rate may do great damage. It is 
as though rockets on a spaceship were so poorly timed that they dissipated the 
flight by failing to explode at proper intervals. 

For quick relief, a tablet has to dissolve in a hurry, and this brings up the 
subject of disintegration. Speedy disintegration depends on careful testing of 
manufacturing processes and control of such factors as compression. A tablet 
that passes imperviously through the system like a little hunk of the Rock of 
Gibraltar is not likely to bring much relief to the suffering patient. 

And what about enteric coating? Going through the climate of the stomach, a 
tablet has to wear its overcoat. It takes it off and checks it in the intestine. 
If it takes off the overcoat too soon, there may be very serious consequences. 

As to syrup content of, say, a cough mixture, the caloric value may matter a 
great deal if the patient for whom the doctor is prescribing ha to be a dia- 
betic. This is just another illustration showing that “identity” of therapeutic 
agent may not necessarily mean “identity” of product. 

Solubility, particle size, choice of base, quantity of active ingredient—these 
are also among the subjects covered in “Twenty-Four Reasons Why Rx Brand 
Names Are Important to You.” 
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PROFESSIONAL CONSIDERATIONS 


As recently as 1939, pharmacists were still compounding personally 75 per- 
cent to 80 percent of their prescriptions. Today, 80 to 90 percent are com- 
pounded in advance. In the warfare on disease we have pinpointed our targets 
to a degree which is moving the mortar and pestle closer and closer to the show 
globe of nostalgic symbols rather than working tools. 

What does this have to do with substitution? 

Well, if an expert hunter knows that a 30-30 caliber bullet is just what is 
called for to bring down a predatory animal, he has some reason to be upset if 
he finds that somebody has slipped him a .22 instead of a 30-30 just when the 
beast begins to charge. In the choice of weapons in precision warfare on dis- 
ease, there is seldom a therapeutic agent that is “just as good,” to say nothing 
of “second best.” 

This, of course, is one of the reasons why jt is simply impossible to equate 
“substitution” with what some critics call “duplication.” 

Duplication can, indeed, become an inventory problem for the pharmacist, and 
he has every right in the open forum of our society to object to it. But duplica- 
tion, at worst, is merely the operation of our competitive economy in the field 
where the competition is already so keen that the chief beneficiary is the health 
of the Nation rather than the pocketbooks of our stockholders. 

Substitution, on the other hand, is always deception—a subversion of the 
physician’s clear intent and a violation of the confidence of the patient. That’s 
why State boards of pharmacy have agreed in so many instances that sub- 
stitution is covered by the “gross immorality” provision in their laws. 

Through joint vigilance, the number of violators is declining, but every 
manufacturer’s shopper can tell you stories that they do occur. 

There was the pharmacist who was trapped in the act of substitution and 
admitted it. He produced the bottle of substandard tablets—a big one—and also 
brought out a smaller bottle of the genuine, brand product. “But look,” they 
said to him, “if you have been getting away with substituting the cheap imita- 
tion, why did you even bother to stock a legitimate bottle?” “Oh,” he said, 
“my wife is taking those.” That gentleman, happily, was not representative of 
his profession. 

The mid-20th-century pharmacist is coming more and more to look to his 
professional status—to feel concern about a confusion in the public mind be- 
cause of his many-sided role. A man who dispenses a black and white malted 
with one hand and keeps tab on the social security payments for three junior 
employees with the other is the same man who uses both hands to compound 
and label a prescription. But the public does not see that act. It takes place 
behind a screen. It is the role the public is inclined to forget; yet it is the 
only role which establishes his professional status and in the performance of 
which he can take real satisfaction. What occurs in the back of the store 
involves elements of faith on the part of the public, reliance on the part of the 
physician, and scrupulous regard for his ethical code on the part of the man 
behind the screen. ; 

A sign beside the cash register of a small-town restaurant said this: ““We have 
an arrangement with the bank by which they serve no meals and we cash no 
checks.” 

By the same token the mother of an ailing child with a prescription in her 
hands is entitled to know that her pharmacist has an arrangement whereby 
her physician purveys no medicinals and the apothecary does no prescribing. 

The pharmacist is the final link in a chain which must function unbroken— 
from research to testing to production to distribution to pharmacy to prescrip- 
tion to patient—if the patient is to receive in good faith “just what the doctor 
orders,” 

Good communication, and continuous communication, between the pharma- 
ceutical industry and practicing pharmacists is vital to the success of both and 
to the health of the people. The objectives of both are the same; the social 
responsibilities of both interlock. 

Pharmacy’s progress as a profession and as an industry has not sprung from 
a philosophy of mediocrity. The scientific and industrial advances of the pro- 
fession and the industry in recent years have not been brought about by men 
striving to be common but rather by men striving to distinguish themselves. 

The objectives of the National Pharmaceutical Council have the sympathetic 
understanding and support of the better element in pharmacy which, in the 
author’s opinion, constitutes more than 95 percent of the pharmacists in this 
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country. NPC is and will continue to be a strong force for the good of the 
profession and for the pharmaceutical industry. 


ExuisitT 386 
Jos DESCRIPTION—ASSISTANT IN HospPITaAL RELATIONS 
PURPOSES AND FUNCTIONS 


To assist and work under the direct supervision of the executive vice president 
in the administration of hospital and other related activities of the National 
Pharmaceutical Council ; 

To promote mutual understanding and respect of the objectives of the National 
Pharmaceutical Council with hospital pharmacists, administrators, and physi- 
cians ; 

To interpret the thoughts of physicians, hospital administrators, and hospital 
pharmacists for the NPC; 

To maintain contact with the American Medical Association, through proper 
channels, to encourage protection of physicians’ prerogatives in their hospital 
practice ; : 

To work continually toward effecting the validity of brand name specification 
and to attempt to make the honoring of brand name specifications an integral 
part of ethical pharmacy practice in the hospitals ; 

To slow up, if not to stop, the trend of more and more hospitals adopting a 
compulsory formulary system ; 

All to the end that, 
(1) The hospital patient is accorded the best possible therapy ; and 
(2) The skill and judgment of the individual physician in prescription 
writing are respected. 








































REQUIREMENTS 





Education.—Education and training showing attainment of the level repre- 
sented by a bachelor’s degree, preferably in pharmacy. If the degree was not 
obtained in pharmacy, the individual should have a good general knowledge of 
science, including pharmacy and medicine. 

Health.—Good health and freedom from disabling physical and mental defects. 
Must present evidence of good health prior to employment. 

Eaperience.—Specific knowledge of hospital pharmacy practice is essential. A 
knowledge of hospital organization and administration is desirable. Teaching 
experience in the health field, previous experience with pharmaceutical manufac- 
turers of the caliber of the council members, and other related experience in the 
pharmacy field would also be desirable. 

License.—Preferably registration as a pharmacist in some State. Possession 
of a valid automobile driver’s license. 

Personal qualifications.—High aptitude in basic business skill. Enthusiasm 
and even temperament. Generous measure of tact and insight. A creative 
thinker and one who enjoys working with and for people. Possession of a good 
vocabulary and the ability to speak and write clearly. 


PRINCIPLE DUTIES 


Must be willing to travel extensively, especially during the first year when 
perhaps half to two-thirds of his work will be on the road. 

Will visit with hospital pharmacists to convey and interpret to them the policies 
and principles of the pharmaceutical industry as expressed by the council. He 
will maintain close personal contact with hospital pharmacy policymaking and 
opinion-molding groups. 

He will, in like manner, be in regular touch with hospital administrators and 
the American Hospital Association to convey the council’s thoughts to them and 
to oa up the contributions of the pharmaceutical industry to good hospital 
service. 

He will develop contacts with staff and attending physicians, particularly in 
large teaching hospitals, to the end that the training of senior medical students, 
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interns, and residents will include an appreciation of the value of brand names, 
a true picture of the pharmaceutical industry and proper emphasis on its con- 
tributions as a member of the health team. 

He will suggest supportive, cooperative efforts such as visual training aids 
(films, slides, course charts, etc.) fellowship grants to various disciplines, book- 
lets on various subjects. 

He will cooperate in the program being conducted in, pharmacy schools, espe- 
cially where courses in hospital pharmacy are taught and hospital pharmacy in- 
ternships are sponsored. 

He will keep the council fully informed through the executive vice president 
of current practices and thinking of physicians, hospital administrators, and hos- 
pital pharmacists. 

He will develop contacts with the editorial staffs of pharmacy and hospital 
administration journals, endeavoring through them to shed true light on indus- 
try’s contributions as a member of the health team. He will arrange for publica- 
tion of pertinent articles and speeches. 

He will be expected to attend as many as possible of the local, State, sectional, 
and national meetings, seminars, etc., on hospital pharmacy practice and related 
matters of interest to the council. 

He will work with the NPC Hospital Pharmacy Practice Committee in all 
matters properly coming within its purview and discuss with them development 
of new trends in hospital operation. 

He must familiarize himself with State pharmacy acts and the other legal 
requirements concerning hospital pharmacy practice. He would render all pos- 
sible help to State boards of pharmacy and other regulatory bodies in any ef- 
forts which they may make to initiate and maintain standards for hospital 
pharmacy practice designed for the welfare and protection of the patient. 

He will aid in developing an educational program for purchasing association 
officials and personnel who order drugs for hospitals, to insure their. under- 
standing of brand name specification. 


ExHIsir 380 
STATE OF MICHIGAN 
IN THE CIRCUIT Court FOR THE COUNTY OF WAYNE 
NO. 301,799 


Michigan State Board of Pharmacy, Plaintiff, vs. Earl L. Casden, d/b/a Carlysle 
Drug Co., Defendant 


OPINION 


This matter comes before the court on an appeal from a decision by the Mich- 
igan State Board of Pharmacy wherein the defendant Earl L. Casden, d/b/a 
Carlysle Drug Company, was deprived of doing business for a period of seven 
days by reason of alleged violation of statute, being Sec. 14.741 M.S.A. The 
defendant appeals from the action of the board and says that the board erred 
in its application of the stipulated facts and in the interpretation thereof in 
revoking his license for the period of seven days. 

The attorneys representing the respective parties have stipulated on the facts 
in the case, and have presented to the court for filing an affidavit of Dr. Schultz, 
which is to be considered as supplementing the record made before the Pharmacy 
Board and considered as part of the evidence in this case. 


In addition, two legal questions have been presented to the court, based upon 
the facts admitted, calling for the decision of the court, which are as follows: 
1. Is it a substitution under the statute when one trade name drug is 
substituted for another on a prescription, there being no chemical or assay 
difference and the substances being generically the same? 
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2. If the answer is “yes,” then when a prescription calls for a trade name 
drug, may a druggist dispense by substituting the same generic substance 
et he has the general verbal consent of the prescribing physician to do 
so 


Section 14.741 M.S.A., being Section 19 of the Public Health Law, provides, 
among other things: 

“And if any person licensed under this act shall wilfully violate any of the 
provisions of this act or other drug laws of this state or substitute any item on 
a prescription, such substitution being shown by a chemical analysis and/or 
other recognized assay, then such board may revoke or suspend his license or 
licenses issued by said board upon sufficient evidence of such violation, in addi- 
tion to any other penalty by the law imposed for such violation,” (Compiled 
Laws 1948, Section 338.419; Compiled Laws 1929, Section 6845; Compiled Laws 
1915, Section 6779). 

In the instant case the facts show that a prescription for Meticorten was 
presented to respondent, Earl Casden, the pharmacist, by one Robinson. Ad- 
mittedly, the prescription was filled by the respondent by dispensing Predni- 
sone. Chemically and by assay the drugs were identical. Under these circum- 
stances, the court can see no violation of the statute, chemically and by assay 
the drugs being the same, since there was no substitution of any item on the 
prescription, as shown by a chemical analysis and/or recognized assay. 

Moreover, the facts clearly show that the pharmacist had the oral permission 
of the prescribing physician to dispense the drug by its generic name and con- 
tent rather than by a trade name, and if this is considered a substitution, it is 
a substitution by and with the express consent of the physician, and therefore 
would not amount to any violation of law whatsoever, because in fact the phar- 
macist is dispensing a prescription called for by the physician. 

In accordance with these conclusions, therefore, the court finds the defendant 
not guilty of violating the sections of the drug act with which he is charged. 

An order may be presented in accordance with this opinion. 


Car. M. WEIDEMAN, 
Circuit Judge. 


ExHIsit 394 
[From New Haven (Conn.) Evening Register, Jan. 11, 1960] 
Epiton Raps SHAPIRO ON DruG ORDER 
CHARGES WELFaRE HEAD AIMING AT*8YSTEM OF SOCIALIZED MEDICINE 


An attack was made today on State Welfare Commissioner Bernard Shapiro 
by a spokesman of the pharmacy business. 

Raymond B. Mercier, editor of the Connecticut Pharmacist, a drug journal, 
accused Shapiro of “seeking to establish a system of socialized medicine in the 
Connecticut welfare program.” 

“Commissioner Shapiro is trying to foist upon the indigent in Connecticut sub- 
standard medicines of questionable quality and blaming it upon the high cost 
of reliable brands of ethical and reputable manufacturers,” claimed Mercier, 
owner of a Plainfield pharmacy and past president of the Connecticut Pharma- 
ceutical Association. 

NO VALID EXCUSE 


“This is not in the interest of public health. Just because an individual is on 
the welfare rolls of the Connecticut welfare program, there can be no valid 
excuse for furnishing them with substandard medicines and cheap substitutes 
as suggested by the commissioner.” 

Mercier said a recent directive from Shapiro proposed to physicians that 
cheaper grades of medicines could be furnished welfare patients if the doctors 
would indicate the generic, rather than the brand, name to the druggist. 

This is not the first time the welfare department and the pharmacy industry 
have been at odds. In late 1958 a heated squabble developed when then Welfare 
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Commissioner Christy Hanas complained that welfare patients were being over- 
charged by some druggists. 

In today’s blast, Mercier maintained that, by doing what Shapiro wants, the 
pharmacists would be acting in violation of Connecticut law. He claimed 90 
percent of the cheaper drugs listed by Shapiro cannot be bought through Con- 
necticut wholesale druggists. 

“They are available only through suppliers of questionable integrity from 
neighboring States,” he said. 


ExHIBIT 395 


CoNNEcTICUT STATE WELFARE DEPARTMENT, 
December 17, 1959. 


To: All doctors of medicine, doctors of osteopathy, and dentists licensed -to 
practice in Connecticut, within the scope of their respective practices as 
defined by Connecticut State law, and all pharmacists. 

Subject: Restriction of payment for prescribed drugs to their prices under 
U.S.P., N.N.R., and generic (ie., noncopyrighted) names. Effective Jan- 
uary 1, 1960. 

The welfare department pays Connecticut's retail pharmacists for drugs pre- 
scribed for its beneficiaries approximately $3,750 per day, or well over a million 
dollars a year. Expenditures for prescribed drugs have tripled in the past 5 
years, while the number of State welfare beneficiaries is greater by only one- 
sixth. This tremendous increase in the tax money spent for drugs and medicines 
is of immediate and proper concern to administration, and particularly to the 
welfare commissioner upon whom the statutes place responsibility for deter- 
mining the total amount which may thus be spent. 

“The welfare department cannot pay for trade-name drugs and pharmaceutical 
preparations when pharmacologic and therapeutic equivalents at lower prices 
are available under U.S.P., N.N.R., or generic (noncopyrighted or ‘public’) 
names.” This regulation, in substance, was issued in 1954, 1955, and 1967, and 
repeated in our September 10, 1959, circular letter. 

When this regulation was first issued, relatively few of the new, vigorously 
promoted drugs were available under other than trade names. This situation 
has undergone marked change, and at present pharmacologic and therapeutic 
equivalents of most of the frequently prescribed trade-name preparations, under 
U.S.P., N.N.R., or generic terminology, can be secured by any pharmacy in the 
State from Connecticut distributors or those in adjoining States, within 24 
hours. 

Most of Connecticut’s general hospitals are providing generic-named drugs for 
staff prescription, and in some institutions prescription is restricted to these 
drugs except where trade-name drugs have as yet no generic-name equivalents. 

Savings through prescription of U.S.P., N.N.R., and generic-named drugs are 
substantial, averaging for 30 of the most commonly prescribed trade-name drugs 
something over 55 percent. Applied to the welfare department’s present drug 
bill, a reduction of even 40 percent would result in an annual tax money saving 
of well over half a million dollars. 

It is the welfare commission’s decision, therefore, that this regulation be 
enforced: effective January 1, 1960, the welfare department will not pay for 
trade-name preparations when pharmacologic and therapeutic equivalents are 
available at lower prices under U.S.P., N.N.R., or generic names. 

Enforcement of this regulation need occasion no hardship to the patient; in 
emergency, when immediate administration of a prescribed drug is necessary 
and the concerned pharmacist stocks it only under a trade name, the welfare 
department will pay for it as such. 

The “substitution law” (sec. 19-226 Connecticut General Statutes, Revision of 
1958, subsec. i, subsubsecs. 1, 2, 3) requires pharmacists to dispense exactly 
what is prescribed, and places a penalty on substitution, even of an identical 
drug under another name. To permit pharmacists to dispense drugs for which 
the welfare department can pay, i.e., U.S.P., N.N.R., or generic-name drugs, in 
place of trade-name drugs prescribed for welfare beneficiaries, certain physicians 
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are completing their prescriptions with the printed, rubber-stamped, or written 
phrase: “or U.S.P., N.N.R., or generic-name equivalent.” 

The use of this or a phrase of similar import on all prescriptions for welfare 
beneficiaries is recommended, together with the word “Emergency” in cases where 
immediate administration of the drug is necessary. This should save the physi- 
cian’s time, as eliminating the need to look up or learn standard names for the 
trade names commonly employed. 

The accompanying glossary, compiled from standard drug reference sources, 
lists a number of the most frequently employed trade names, together with their 
U.S.P., N.N.R., or generic designations. Others can be added as they are found 
necessary or come into use. 

It is stressed that the U.S.P., N.N.R., and generic-named drugs here discussed 
are not inferior substitutes for trade-name preparations commonly prescribed, 
but are, according to the Council on Pharmacy of the American Medical Associa- 
tion, the same pharmacologically active drugs under noncopyrighted or “public” 
names. 


ADMINISTERED PRICES 


H. F. Prerce, M.D., 
Medical Director. 
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ExuHIsiT 396 


INCLUDING THE WELFARE DEPARTMENT LETTER OF FEBRUARY 15, 1960, AS WELL 
AS OTHER DEPARTMENT LETTERS 


STATE OF CONNECTICUT 


STATE WELFARE DEPARTMENT 


STATE OFFICE BUILDING * HARTFORD 15, CONNECTICUT 
August 1, 1955 





PRACTITIONERS OF THE HEALING ARTS, HOSPITALS, VISITING NURSE ASSOCIATIONS, 
PHARMACISTS AND VENDORS COOPERATING WITH THE STATE WELFARE DEPARTMENT: 


The tremendous rise in the cost of our Welfare medical care program, some 
37 per cent increase in a single year, has necessitated an inquiry into its 
cause and a search for all possible means of controlling this very large item in 
our budget, 


We note with satisfaction that our medical care program is one of the most 
complete and progressive in the country. But we cannot justify maintenance of 
this enviable position through an unwarranted burden on our taxpayers, many of 
whom could ill afford the generous services available to Welfare beneficiaries, 


By statute we can pay for any medical care which is "necessary and 
reasonable," but for nothing which is "merely desirable or convenient." This 
implies a policy of providing strictly necessary medical care on the basis of an 
adequate minimm; that is, standard accepted methods of diagnosis and treatment, 
only. 


Implementing these statutory. requirements are the regulations issued by the 
Commissioner of Finance and Control which govern payment by all State agencies, 
and those of our Welfare Department which have been compiled with the cooperation, 
advice and approval of representative committees of the various professional and 
other associations concerned, These regulations express our general policy, and 


have the acceptance of the practitioners, pharmacists and vendors who serve our 
beneficiaries, 


We do not wish to depart from the principles of free choice and total medical 
care which underlie our program today, nor to set arbitrary limits to services and 
expenditures if we can avoid it. Therefore, as a less drastic approach to our 
necessary task of cutting medical costs we propose a trial of strict enforcement 
of the rules and regulations now on the books, all of which have been issued to 
you over the past several years. 


HENCE, EFFECTIVE THIS DATE, THE STATUTES AND ALL REGULATIONS GOVERNING THE 
MEDICAL CARE PROGRAM OF THE CONNECTICUT STATE WELFARE DEPARTMFNT WILL BE STRICTLY 
ENFORCED. 


THERE WILL BE NO EXCEPTIONS, APART FROM ACUTE HUMANITARIAN CONSIDERATIONS, 
AND ANY SUCH RARE DEVIATION WILL BE REVIEWED BY THE COMMISSIONER OF WELFARE, 
PERSONALLY, 
—— 
In behalf of Connecticut's taxpayers I earnestly request your full 
cooperation in this effort to serve their interests. 






Faithfully 


CH:HFP:a 
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STATE OF CONNECTICUT 


STATE WELFARE DEPARTMENT 
STATE OFFICE BUILDING - HARTFORD 15, CONNECTICUT 


1 August 1955 
TO ALL PHYSICIANS AND PHARMACISTS: 


The following commnication is in amplification and extension of our letter 
of 1 December 195), addressed to you, and includes certain data published in the 
June 1955 issue of "The Connecticut Pharmacist." This is part of a necessary 
campaign to cut our large and increasing medical costs by all reasonable means, 


The State Welfare Department cannot pay for: 


High-priced drugs, when therapeutically equivalent preparations are available 
at lower prices. 


Trade-name preparations, when therapeutic equivalents are available under USP 
or standard terminology at lower prices, 


Specially packaged drugs, when standard packages are available at lower 
prices. 


Injectable preparations, when oral equivalents are available. 


Sera, vaccines and other immnizing products, since these are provided free of 
charge by the State Depertment of Health, through local health directors, to 
any physician for the use of the State's indigent, including Welfare bene- 
ficiaries,. 


Vitamins, except when prescribed for the treatment of demonstrable vitamin 
deficiencies, in accordance with the recommendations of the Council on 
Pharmacy of the American Medical Association, "Maintenance vitamins" will not 
be paid for, Injectable vitamins will be paid for only when need for same is 
substantiated by clinical data submittéd by the prescribing physician to the 
district office, attention of the Medical Director. 


Drugs prescribed in the treatment of obesity. 


Antibiotics, when prescribed for the common cold, influenza, or other diseases 
generally known to be unaffected by them, 


Broad spectrum antibiotics, except when in the judgment of the prescribing 
physician penicillin and/or other lower priced antibiotics and chemotherapeutic 
agents could not reasonably be employed. (The A.M.A. Council on Pharmacy states 


that the ority of cases requiring antibiotics can best be treated with 
penicillin. 


Drugs and medicines prescribed and administered over a long period without 


occasional interruption to determine their effectiveness and the advisability 
of their further administration, 


Narcotics, barbiturates or other habit~-forming drugs in amounts greater than 
the minimum clinical needs of the beneficiary, 


The substance of these regulations has been approved by the State Medical 
Society, hence any conflict with prescriptions should be resolved by conference 
bet: thi ician and the cist. Le 

ween the physic: pharmacis HR. Mm 
HFP:cfa Medical Director 


- 
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STATE OF CONNECTICUT 


STATE WELFARE DEPARTMENT 
STATE OFFICE BUILDING « HARTFORD 15, CONNECTICUT 


April 1,195% 
TO ALL PRACTITIONERS OF THE HEALING ARTS, AND ALL PHARMACISTS: 


All payments to Practitioners are governed by the regulations of the current "Fee 
Schedule for Practitioners of the Healing Arts and Allied Professions" published 
by the Commissioner of Finance and Control, which is a part of the State's fiscal 
control system, applies to all State agencies, and has the force of law. 


All payments to Pharmacists are governed by regulations issued by the Commissioner 
of Welfare, are also part of the State's fiscal control system, and have the same 
legal force. 


\The Fee Schedule for Practitioners of the Healing Arts, and the regulations governing 
payments to Pharmacists were, prior to publication, arrived at following extensive 
'discussion with appropriate committees of the professional associations concerned, 
and represent the combined efforts of many experts to compensate practitioners and 

, Pharmacists for their respective services and goods fairly, but bearing in mind that 
‘' the fees and prices paid are derived from taxation of all citizens of the State, 


| The State can pay practitioners for care of its beneficiaries only when their 
services are necessary and reasonable as determined by the Commissioner of Welfare, 
upon whom the Statutes place responsibility for this determination. 


The State cannot pay for unnecessary visits. Hence, a practitioner can be paid for 
a visit to a beneficiary only when such service is, because of present illness, 
requested by the beneficiary or the person immediately responsible for his care, 

or when periodic visits are necessary because of chronic active disease, 


Approval of one such visit per month in a chronic case, five such periodic visits 
per month in an acute case, and the initial visit by a specialist when referred, 
is granted by the regulation, Further visits during the same month require prhor 
authorization by the appropriate State Welfare District Office, request for 

must be supported by pertinent clinical data. 


In appropriate cases, prior authorization may be given for a series of visits to be 
made during any period up to three months, provided that necessity therefor is 
demonstrated. 


The State Welfare Department can pay Pharmacists for prescriptions under the follow- 
ing regulations: 


1. No prescription shall be refilled, if payment is expected from the State, except 
upon the definite order of a physician, either written, or oral. 


2. All prescriptions shall include the number of refills permitted within 90 days, 


No refills are authorized by the Department after 90 days fran date of prescrip- 
tion. 


3. The practitioner may not charge for his order that a prescription be refilled, 


he For medications dispensed by the practitioner in office or home visits, when 
pharmacies are remote or prescription is impracticable, he will be paid by the 
State at cost to the physician, Prescriptions will be employed wherever 
practicable, 
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Our medical care program is based upon provision of the adequate minimumthat is, 
standard, accopted mothods of diagnosis and treatment. The prescription of 
unproved drugs or other therapeutic agents, and the prescribing of therapy of 
an experimental nature, are outside the scope of our program, and payment for 
same cannot be oxpected, 


The State Welfare Department cannot pay for high-priced drugs or for trade-name 
proparations when therapeutically oquivalent preparations are available at lower 
prices. 


The State Wolfaro Departmont cannot pay for vitamins except when prescribed for 
demonstrable vitamin deficioncics, nor for drugs prescribed for the treatment 
of obesity. 


When drugs and medicines have been prescribed and administered over a long 
period, thoir use must be interrupted occasionally to determine their effective- 
ness and the advisability of continuing their further use, 


Prescription of narcotic or habit-forming drugs for drug addicts is not pormitted 
except to save life or in similar profound emergency. According to the Attorney 
General, drugs for the maintonance pf addiction cannot be purchased from public 
funds. 


The State Welfare Dopartment cannot pay for alcoholic liquors prescribed for its 
beneficiaries. 


The attention of practitioners and pharmacists is called to the fact that an 
allowance is mado to the individual beneficiary of the Welfare Department for 
the purchase of so-called "medicine chest" items, and except in extraordinary 
circumstances theso should not be prescribed, Such items include cathartics, 
such as milk of magnesia, epsom salts, soidlits powders, alophen pills; normal 
ee gauze, bandeaids, adhcsive tape, bandages, cotton, 
am antiseptics (iodine, peroxide, merthiolate); commonly used 

ointments, such as zinc, boric acid, ammoniated mercury, vascline; reme not 


usual hased scription, such a8 soda bicarbonate and aspirin; 
roprieta: rations the nature of Vicks Vaporub and Musterole; toilct 
ERLIETe ons, such as rubbing alcohol, witch hazel, corn preparations, dusting 


powder, kleenex; substitutes for foods, such as saccharin; and such items as 
hot water bottlos, intr 


douche syringes, a red bulbs, heating pads and thermometers, 
It is recognized that all these items are not purchasable at one time under the 
allowance given, but fow, if any, households have all these items, and the home 
medicine chest is goared to the needs of the individual or family, 


Since the Connecticut State Medical Society and the Connecticut Pharmaceutical 
Association have approved these regulations, any conflict concerning prescrip~ 
tions for beneficiary of the State Welfare Department should be resolved by 
conference between practitioner and pharmacist. 


/ J. P. Bachman, M.D. 
/ Medical Director 
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CONNECTICUT 
STATE WELFARE DEPARTMENT 


10 September 1959 










All Doctors of Medicine, Doctors of Osteopathy and Dentists licensed to 
practice in Connecticut, within the scope of their respective practices 
as defined by Connecticut State law, and all Pharmacists. 





Revision of regulations, forms and procedures governing prescription of 
medicines, supplies and appliances for State welfare beneficiaries, and 
payment for same. 


















Effective this date the following, compiled with the cooperation and approval of 
advisory committees of the Connecticut State Medical Society, the Connecticut Osteo- 
pathic Society, the Connecticut State Dental Association and the Connecticut Pharma- 
ceutical Association, supersede and replace our March 1959 circular letters "To All 
Physicians and Pharmacists" and "To All Practitioners of the Healing Arts and All 

Pharmacists", our "Procedures for Use of Standard Prescription and Vendors Invoice", 
"Billing Procedure for Pharmacists", and Standard Prescription and Vendors Invoice 

Form W-506, all of which are hereby rescinded. 





, Prescription and payment for drugs, and prescription and payment for supplies and 
appliances no single article of which costs more than $5.00, will be governed by 
the regulations agreed upon with the above-named professional associations, as fol- 
Lows: 


l. ‘The prescription will be written on the practitioner's own prescription blank, 
in duplicate (carbon copy), and signed by the practitioner. The blank must bear 
the practitioner's name and degree, office address, State registration number, and, 
on a prescription for narcotics, his U. S. Narcotic Registry number; also, when 
prior authorization is required and has been secured, the authorization number. 
(See Paragraph 7). 


ny 


2. The prescription original will be retained by the pharmacist, and the carbon 
copy attached to the bill (our Form W-503) which he must submit to the Welfare 
Department monthly. 










3. The signature of the beneficiary or his agent is required on the Form W-503, 
and will be secured by the pharmacist at the time he delivers the prescribed 
medicine, supplies or appliance, in acknowledgment of receipt of same, 


4, Payment to the pharmacist can be made only when the prescription duplicate 
(carbon copy) bearing the practitioner's signature, and the Form W-503 (or Form 
W-504 for any item, other than drugs, costing more than $5.00) bearing the signa- 
ture of the beneficiary or his agent, and, when required, the authorization number, 
have been received and approved by the Welfare Department. 


5. A prescription telephoned to a pharmacist in the usual manner must be followed 
at once by the practitioner's written and signed prescription in duplicate (carbon 
copy), to enable the pharmacist to complete his monthly bill and secure payment 

from the Welfare Department. 


6. Prescription refills are authorized herewith for cuses of chronic disease or 
deficiency requiring continuous therapy with the same medicine, such as diabetes 
mellitus (insulin or oral insulin substitutes), heart disease (digitalis, diuretics, 
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nitroglycerin), pernicious anemia (vitamin B12), simple anemias (ferrous sulfate), 


epilepsy (anticonvulsants) and hypothyroidism (thyroid substance), with the 
following stipulations: 


1) Such refills (except for narcotics) may be ordered for any total period up 
to 90 days, after which a new prescription must be written. 

2) ‘The prescription mst state the number of refills ordered, and the terminal 
date after which the pharmacist may not honor it. 

3) Clinical need for continuing the same therapy will be reviewed by the practi- 
tioner at each visit, and at such other times as are indicated by the progress 
of the case and the nature of the medication. 

4) The pharmacist will attach the prescription (carbon copy) to his bill submit- 
ted at the end of the first month, and will state on this and subsequent bills 
the number of refills ormlered on the prescription, and for which of these he 


is presently billing, e.g.: "lst refill of 3 ordered"; "3rd of 6"; "5th of 13"; 
etc. ; 


No other refills will be authorized. 


7. Any prescription for drugs costing more than $10.00 will require prior authori- 
zation from the District Office. The practitioner may secure authorization by 


submitting with his request (on our Form W-601) the diagnosis and clinical data to 
substantiate nec°* for same, 


8. For vitamins for babies and children up to their 4th birthday, as customarily 
prescribed, prescription and payment are authorized herewith. 


For “maintenance” vitamins or multivitamin preparations of the low-potency, 


dietary supplement type, no payment will be made since the beneficiary's monthly 
award includes an allowance for such over-the-counter items. 


Multivitamin preparations of the high-potency, treatment type will be paid for 
only when prescribed in (1) cases of manifest vitamin deficiency, and (2) in ill- 
nesses where vitamin deficiency is a commonly associated and significant factor; 
in both cases the practitioner will secure from the District Office prior authori- 
zation, based on his diagnosis and pertinent clinical data submitted on our Form 


W-601, substantiating need for same. The authorization number is required on his 
prescription. 


No extra payment will be made for vitamin preparations containing mineral 
supplements. 


Single vitamins for the treatment of specific diseases do not require prior 


authorization, e.g.: ascorbic acid, vitamin C, in scurvy; thiamin, vitamin Bl, 
in certain neurological disorders. 


9. Fee schedules, cost schedules and regulations issued by the Commissioner of 
Finance and Control govern payment by all State agencies for prac’ #oners' 
services, drugs, prostheses and most appliances. 


In addition, regulations have been formulated from time to time w.th the coop- 
eration and approval of advisory committees of the concerned professional associa- 
tions, and issued by the Commissioner of Welfare. Those which are presently ~ 
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applicable are reproduced herewith, in whole or in essence, for convenient refer- 
ence: 


a) In the words of the statute the Welfare Department can provide for its 
beneficiaries any medical care which is "necessary and reasonable", but 
“nothing which is merely desirable or convenient", 


b) ‘The Welfare Department can pay for standard, accepted methods of diag- 


nosis and treatment only; it cannot pay for anything of an unproved, 
experimental or research nature. 


c) It can pay for medical care only on the basis of the adequate minimm, 
and for nothing which exceeds this standard or approaches the luxury 
level. It will be remembered that the tax money which supports the 
Welfare medical program comes, in a considerable proportion, fram those 
who could ill afford comparable medical service for their own families. 


a) No payment can be made for unnecessary or "routine" visits by practi- 
tioners. A practitioner can be paid for a visit to a Welfare benefici- 
ary only when, because of present illness, such service is requested 
by the beneficiary or the person immediately responsible for his care, 
or when periodic visits are necessary because of chronic, active disease. 


e) For medicines and supplies dispensed by the practitioner in office or 
home visits when pharmacies are remote or prescription impracticable, 


the practitioner may bill the Welfare Department for the cost of these 
items to him. 


f) The State Welfare Department cannot pay for: 


1) high priced drugs, when therapeutically equivalent preparations 
are available at lower prices. 

sea) trade-name preparations, when therapeutic equivalents are avail- 
able under USP or generic names at lower prices. 

>3) specially packaged drugs (syringe pack, etc.) when standard 
packages are available at lower prices. 

4) injectable preparations, when equally effective oral preparations 
are available at lower prices. 

5) sera, vaccines and other immunizing agents, so long as these are 
available from the State Department of Health, through local Direc- 
tors of Health, without charge, for use of the State's indigent. 

6) drugs prescribed for the treatment of obesity. 

7) antibiotics when prescribed for the common cold, influenza, or 
other diseases generally known to be unaffected by them. 

8) narcotics or habit-forming drugs for the subjects of drug addic- 
tion, except as a life-saving measure or in 4 similar emergency. 
An Attorney General's opinion states that, otherwise, payment for 
such drugs for addicts cannot be made from public funds. 

9) alcoholic liquors. 

10) over-the-counter and "medicine chest" items. ‘The beneficiary's 
monthly award includes an allowance for articles such as: 


cathartics - milk of magnesia, alophen pills, epsom salts, 
proprietary laxatives, etc. 


first aid oe in normal amounts - bandages, gauze, adhe- 
sive tape, 8, absorbent cotton, iodine, peroxide, 
mercurochrome, etc, 
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ointments commonly used = boric acid, zinc oxide, vaseline, 
ammonia’ mercury, etc. 


a tions = Musterole, Vick's Vaporub, Anacin, etc. 
es = carbonate, aspirin, etc. 
toot substitutes ~- saccharin, Simlac, etc. 


toilet preparations - mouth wash, dusting powler, rubbing alcohol, 
toilet tissues, witch hazel, corn plasters, etc. Also - 

hot water bottles, douche syringes, infra-red and ultra-violet 
lamps, heating pads, thermometers, etc. 


It is recognized that all of these items cannot be purchased at one 
time under this allowance, but few, if any, households commonly have 
all of these items atme time, and medicine chest and over-the-counter 
purchases are geared to the needs of the individual or the family. 


FOR THE WELFARE COMMISSIONER 


HE Cece Md, 


’ H. F. Pierce, M. D. 
Chief Medical Consultant 





> 
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CONNECTICUT STATE WELFARE DEPARTMENT 


17 December 1959 


To: All Doctors of Medicine, Doctors of Osteopathy and Dentists licensed 
to practice in Connecticut, within the scope of their respective prac- 
tices as defined by Connecticut State law, and all Pharmacists. 


Subject: Restriction of payment for prescribed drugs to their prices under USP, 
*--—+ NNR and generic (i.e. non-copyrighted) names. EFFECTIVE 1 JANUARY 1960. 


The Welfare Department pays Connecticut's retail pharmacists for drugs prescribed 
for its beneficiaries approximately $3,750 per day, or well over a million dollars 
a@ year. Expenditures for prescribed drugs have tripled in the past five years, 
while the number of State Welfare beneficiaries is greater by only one-sixth. This 
tremendcus increase in the tax money spent for drugs and medicines is of immediate 
and proper concern to administration, and particularly to the Welfare Commissioner 


upon whom the statutes place responsibility for determining the total amount which 
may thus be spent. 


"The Welfare Department cannot pay for trade-name drugs and pharmaceutical prepara- 
tions when pharmacologic and therapeutic equivalents at lower prices are available 
under USP, NNR or generic (non-copyrighted or 'public') names." This regulation, 


in substance, was issued in 1954, 1955 and 1957, and repeated in our 10 September 
1959 circular letter. 


When this regulation wes first issued, relatively few of the new, vigorously pro- 
moted drugs were available under other than trade-names. This situation has under- 
gone marked change, and at present pharmacologic and therapeutic equivalents of most 
of the frequently prescribed trade-name preparations, under USP, NNR or generic term- 
inology, can be secured by any pharmacy in the State from Connecticut distributors 

or those in adjoining states, within 24 hours. 


Most of Connecticut's general hospitals are providing generic-named drugs for staff 
prescription, and in some institutions prescription is restricted to these drugs 
except where trade-name drugs have as yet no generic-name equivalents. 


Savings through prescription of USP, NNR and generic-named drugs are substantial, 
averaging for thirty of the most commonly prescribed trade-name drugs something over 
55%. Applied to the Welfare Department's present drug bill, a reduction of even 40% 
would result in an annual tax money saving of well over half a million dollars. 


It is the Welfare Commissioner's decision, therefore,.that this regulation be en- 
forced: effective 1 January 1960 the Welfare Department will not pay for trade-name 


“preparations when pharmacologic and therapeutic equivalents are available at lower 
prices under USP, NNR or generic names. 


, Enforcement of this regulation need occasion no hardship to the patient; in emergency, 
when immediate administration of a prescribed drug is necessary and the concerned 


pharmacist stocks it only under a trade-name, the Welfare Department will pay for it 
as such. 


The “substitution law" (Sec. 19-226 Connecticut General Statutes, Revision of 1958, 
sub. sec. i, sub. sub. secs. 1, 2, 3) requires pharmacists to dispense exactly what 
is prescribed, and places a penalty on substitution, even of an identical drug under 
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another name. ‘fo permit pharmacists to dispense drugs for which the Welfare Depart- 
ment can pay, i.e., USP, NNR or generic-name drugs, in place of trade-name drugs 
prescribed for welfare beneficiaries, certain physicians are completing their pre- 


scriptions with the printed, rubber stamped or written phrase: "or USP, NNR or 
generic-name equivalent." 


_ The use of this or @ phrase of similar import on all prescriptions for welfare bene- 
.ficiaries is recommended, together with the word "Emergency" in cases where immediate 
administration of the drug is necessary. This should save the physician's time, as 


eliminating the need to look up or learn standard names for the trade-names commonly 
employed. 


The accompanying glossary, compiled from standard drug reference sources, lists a 
number of the most frequently employed trade-names, together with their USP, NNR and 


generic designations. Others can be added as they are found necessary or come into 
use. 


It is stressed that the USP, NNR and generic-named drugs here discussed are not in- 
ferior substitutes for trade-name preparations commonly prescribed, but are, accord- 
ing to the Council on Pharmacy of the American Medical Association, the same pharma- 
cologically active drugs under non-copyrighted or “public” names. 


HY Prere, MD. 


H. F. Pierce, M.D. 
Medical Director 


Meperidine HCl 
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ADMINISTERED PRICES 


15 February 1960 


All Doctors of Medicine, Doctors of Osteopathy and Dentists 
licensed to »ractice in Connecticut, within the scope of 
their practices as defined by Connecticut State law, and all 
Pharmacists. 


Subject: Prescribed Drugs 


Our Medical Director's letter of December 17th presented and discussed the 
problem of this Department's tremondous and evor—incroasing drug bill and tho 
imperative need for its drastic reduction. It repoatod the rogulation, 

issued sovoral times during the past five yoars, which states that wo cannot 
pay for trado-name drugs whon non-trade-namo equivalents aro available at lower 
prices. And it convayod our decision that tho regulation must be fully and 
firmly onforced. 


Practitionors! approval of this policy, implied and expressed, has boon almost 

| univorsal and ofton in torms of approbation. Howovor, in the intorests of 

\clarity and simplification the letter and its attachod drug list have boon 

carofully reviowod with tho coopcration of advisory committees of tho Connecticut 

Stato Medical Socioty (ropresonting the majority of proscribing doctors), 

i Connecti cut Pharmacoutical Association and the Commission of Pharmacy. 

With thoir assistanco and apnroval wo have compiled and horcwith present a 
condonsod list of about 25 drugs roprosonting approximately 90 per cont of 
the most commonly prescribod trado-name proparations, togothcer with thoeir 

| nomproprictary equivalonts undor USP, NND and goneric nancs. This replaces 

_ tho list issuod with our Docembcr 17th lottor. 


Also with tho committoos’ advice wo have revised certain parts of our Docombor 
17th lettor, as follows: 


Effoctivo March 1, 1960, tho regulations listod below will suporsode and 
roplace tho rogulations and roquiremcnts of our Docomber 17th communi- 
cation. 


In tho ntorost of cconomy, the Welfaro Dopartment strongly urgos thee 
physicians to proscribo in gonoric torms whonover possible. Tho pharma- 
cist is expocted to supply such goncric preparations at a roasonablo 
cost which doos not sacrifico quality. In sooking information about 
goncric names, tho pharmacist is the best sourco of informations. 


It is required th-t whon a drug is dispensed and billed to the Welfaro 
Departmont by its non-proprictary name, it must be oqual in pharmacel~ 
ogic and thorapoutic qualitios to its trado-namo cquivalont. 


The Departmont may add new names to this list from time te timo, as and 
when important now drugs apposr on the market, notifying practitionors 
and pharmacists through journals and by mail. 


Drugs whose namos do not appear on this list undor thoir non-proprictary 
(USP, NND or goncoric) names will be paid for as proscribod, 


In an cmorgoncy whon a prescribed drug must %o administered os soon as 
possible, it should bo obtained from the noarest source of supply and it 
will be paid for as prescribed, proprietary or non~proprietary. 

Notes The word "Enorzoncy" mst appear on the proscription. 





11778 ADMINISTERED PRICES 


This statement was endorsed ty the Joint Interprofessicnal Relations 
Committees of the Connecticut State Medical Society and the Connecticut 
Pharmaceutical Association at a meeting also attended by the president 

of the State Medical Society, Dr. Elwood C. Weise, and Dr. William R. 
Richards, Executive Secretary of the Medical Society. It also had the 
unanimous support of the Medical Advisory Committee to the Commissioneor 

of Finances and Control and the Welfare Commissioner appointed by the 

State Medical Society, It is also fully endorsed by the State Commissioner 
of Health, Dr. Franklin Foote, and the State Commissioner. of Mental Health, 
Dr. Wilfred Bloomberg. 


In order to avoid any hardship to our welfare beneficiaries, it is urged 
that doctors fully cooperate with this directive. It is our aim tc pro- 
vide our beneficiarios with the best possible medical care, at the lowest 
cost to the taxpayer. With the continued cooperation of the medical, 
dental, and pharmacoutical professions whose members have rendered the 
services which make our medical care program outstanding, we hope to do S06 


Sincorely yours, 


‘et jretrl Phe fiery 


Bernard Shapiro 
Welfare Commissioner. 
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TRADE NAM® AND GENERIC NAME OF DRUGS 


TRADE NAME 


Antepar 


Baciguent 
Butisol Sodium 
Colace 

Desoxyn HCl 
Dexedrine Sulfate 
Digitaline Nativelle 
Feosol 

Tlotycin 
Mandelamine 
Maalox 
Metricortelone 
Meticorten 
Nembutal Sodium 
Nactec 

Pentids 

Peritrate 
Randixin 

Rubramin 

Seconal Sodium 
Serpasil 

Surbex 

Theragran Vitamins 
Tolserol 


Unicap Therapeutic Vitamins 


GENERIC NAME 
Piperazine Citrate 
Bacitracin Ointment 
Butabarbita’? Sodium 
Diocty2 Sodium Succinate 
Methamphetamine HCl 
Dextroamphetamine Sulfate 
Digitoxin 
Ferrous Sulfate 
Erythromycin 
Methenamine Mandelate 
Magnesium & Aluminun Hydroxide 
Prednisolone 
Prednisone 
Pentobarbital Sodium 
Chloral Hydrate 
Penicillin G 
Pentaerythrol Tetranitrate 
Rauwolfia Serpentina 
Vitamin B12 
Secobarbital Sodium 
Reserpine 
Vitamin B Complex 
Therapeutic Multiple Vitamins 
Mephenesin 


Therapeutic Multiple Vitamins 
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(Form letter sent to all physicians newly licensed to practice in Connecticut ) 


STATE OF CONNECTICUT 


STATE WELFARE DEPARTMENT 
STATE OFFICE BUILDING * 






HARTFORD 15, CONNECTICUT 


I am advised that you have recently been licensed or registered for practice 
in Connecticut, and I take this opportunity to welcome you on behalf of myself 
and the State Welfare Department, 










The State Welfare Department's medical care program is comprehensive in the 
services it provides, and the cooperation of Connecticut's practitioners of the 
medical arts has made it outstanding in quality. 





In general we expect our beneficiaries to be treated in the same manner as 
your other patients, bearing in mind that the program represents a large expendi- 
ture of tax moneys and that it must be operated as economically as possible, con- 
sistent with good medical care. 


Our program is based on the concept of the adequate minimum, that is, stand - 
ard accepted methods of diagnosis and treatment. In the words of the enabling 
statute we can pay for anything which is "necessary and reasonable" as determined 

_ by the Commissioner of Welfare, but for "nothing which is merely desirable or 

* convenient." 


—~ 











Enclosed are manoranda and reprints which present our principles and pro- 
cedures in greater detail, together with the practitioners’ fee schedule issued 
by the Commissioner of Finance and Control, governing payment by this and all 
other State agencies. 





Medical bill forms stamped with your special code number are being sent to 
you by our Medical Payment Unit, this address, to which your inquiries and re- 
quests at further supplies should be addressed, (Tel. Hartford, Jackson 7-631, 
Ext. 2523 









ff I can be of assistance to you in any matter connected with the operation 
of our medical care program, at any time, do not hesitate to write or telephone 















Mo 
Very truly yours, 
ff 4 
( f J. 
_— f 1a of t~n 
Tel: Hartford, e P, Bachman, M.D. 


UWAckson 7-631 Ext, 2868 “Medical Director 





JPB/aem 
Enc . 
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‘XHBIT 297 


NATIONAL PHARMACEUTICAL CoUNCIL, INC., 
New York, N.Y., January 14, 1960. 


MEMORANDUM No. 3, 1960 


To: Board of directors. 
From : Newell Stewart. 


Enclosed is a copy of a bulletin dated December 17, 1959,’ which has been widely 
distributed in the State of Connecticut. Mr. Felix Blanc, the director of the 
Connecticut Commission of Pharmacy, has sent us a copy and requested any 
information we can give to him which will be helpful in seeking a revision of 
this policy. 

The Connecticut commission was one of the first to take action against substi- 
tutors. This was done under section 4472 of the pharmacy laws which gives the 
commission the authority to suspend or revoke any license to practice pharmacy 
or to conduct any pharmacy for any act involving moral turpitude or lack of 
professional integrity of any licensed pharmacist. 

The “substitution law” (sec. 19-226 Connecticut General Statute, Revision of 
1958, subsec. i, subsubsecs. 1, 2, 3), referred to in the enclosed bulletin at the bot- 
tom of page 1 is, according to information supplied by Mr. Blanc, sec. 3944(i) of 
the State Uniform Food, Drug, and Cosmetic Act, which reads as follows: 

“Sec. 3944. A drug or device shall be deemed to he misbranded * * * (i) (1) 
if it shall be a drug and its container shall be so made, formed, or filled as to be 
misleading, or (2) if it shall be an imitation of another drug, or (3) if it shall 
be offered for sale under the name of another drug; * * *” 

This law is administered by the Food and Drug Commission of the State of 
Connecticut. Mr. Blanc has never referred to this interpretation before and, 
in a recent telephone conversation, did not appear to be very conversant either 
with this section or its administration. Such a rigid application to brands is 
unique, especially in view of the fact similar sections appear in other State 
laws and almost identical wording is found in section 502(i) of the Federal 
Food, Drug, and Cosmetic Act. 


It will be appreciated if you will send us any suggestions or comments you may 
have prior to the law committee meeting on January 20. 


OXHIBIT 398 


HEALTH NEws INSTITUTE, 


New York, N.Y., January 15, 1960. 
Dr. Fevix BLANC, 


Director, State Pharmacy Commission, 
Hartford, Conn. 


Dear Feurx: Thank you for sending me the Connecticut State Welfare De- 
partment memorandum on the restriction of payment for prescribed drugs to their 
prices under U.S.P., N.N.R., and generic names, for my comment. 

I believe that the State welfare department, in this attempt to circumvent 
the Connecticut Substitution Act, is leaving iself open to serious questioning 
from the public, or even to litigation on behalf of the people. This act, as stated 
in the memorandum, “requires pharmacists to dispense exactly what is pre 
scribed, and places a penalty on substitution, even of an identical drug under 


' The enclosure is carried in the record as exhibit 395, on p. 11763. 
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another name * * *.” How then, without other legislation, can the department 
take it upon itself to issue such a directive which is certainly not in the public 
interest? 

The health of even welfare patients deserves the best consideration of State 
authorities. Why should welfare patients, because of some misfortune or other, 
possibly beyond their control, be relegated to the status of second-class citizens? 
If the patient is deprived of the exceptional quality control exercised by the ethi- 
cal manufacturers and reflected in the therapy administered, he is placed in this 
class. The reliance upon formulary therapy is comparable, in my opinion, to not 
changing the sheets on a patient’s bed when a staphylococcus infection is present 
in a hospital, or to dressing his wounds with department store unbleached 
muslin rather than with sterile bandages. 

Another point that hits me is, where does the Connecticut Welfare Department 
obtain its price. If the price is going to be based on the price of the lowest 
manufacturer’s quotation of a generic-name drug, regardless of whether it is 
packaged in a garage or a loft, it seems to me this is an infringement of the 
physician’s prerogative of deciding exactly what quality of care his patients 
should receive. The memorandum was addressed to all physicians, osteopaths, 
and dentists licensed to practice in Connecticut, as well as pharmacists. Does 
the department have authority over the practice of medicine outside the em- 
ployees of the department? 

When a physician prescribes a pharmaceutical preparation, he should be able 
to—indeed is bound to—anticipate the response which his patient should get 
from the administration of that product. To make this possible, the ethical 
pharmaceutical industry expends vast sums to insure that every lot of the prep- 
aration is uniform. Quality control transcends, in this respect, just the main- 
tenance or improvement of the quality of products; purity and accuracy of 
quantities are only the obvious elements of quality control. Term stability as 
regards potency, disintegration time and dissolution time of tablets, sterility of 
injectables and ophthalmic preparations, viscosity and surface tension of liquids, 
melting point, and uniformity of taste, smell, appearance, and texture are also 
important considerations. 

That expenditures for drugs have tripled in 5 years while the number of wel- 
fare beneficiaries is greater “by only one-sixth” in Connecticut is quite a testi- 
monial to the State medical society, in my opinion. They have, quite obviously, 
taken the welfare patient out of the second-class citizen category by affording 
him with the better medications that are made available by the producers of 
those medications. During this same period the pattern has been one of price 
decrease in all medications, even though new and better drugs have been prof- 
fered to the medical profession. I think the doctors of Connecticut should be 
commended both for their alertness and for improving the health for those who 
cannot pay for it, rather than punishing them for their poverty. And you might 
do well to bring this to the attention of the State medical society. 

The department’s memorandum says, “Enforcement of this regulation need 
occasion no hardship to the patient.” What I would like to know is whether 
the welfare patient in the State of Connecticut is also denied the right to vote. 
If he isn’t, then he should be up in arms about this. 

The Michigan movement in this same direction at least allows the prescribing 
physician the prerogative of providing for the use of a generic-name drug. The 
Michigan resolution also says, “A generic-name product may be used in lieu of 
a brand-name product * * *” which is quite a different matter. 

I will be interested to learn what action is taken in coming months on this 


issue in Connecticut. Let me also express my appreciation for your permitting 
me to make these comments. 


Sincerely yours, 
Marc Woopwarp. 
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(Reprinted from Journal of Chemical Education, Vol. 34, Page 454, September, 1957.] 
Copyright, 1957, by Division of Chemical Education, American Chemical Society, and reprinted by permission of the copyright owrier 


Wruar is the generic name of a drug? The adjective 
generic obviously comes from the Latin word genus and 
suggests classification into genera as is the practice in 
botany and zoology. Actually the term is a misnomer 
as used in the drug field. The generic name does not 
relate to 4 ¢lass or genus of drugs; it denotes a single 
drug. Generic here is taken as opposed to specific. 
Specific, applies to the trademark (also called brand 
or proprietary name) which is specific to one sole 
owner, while the generic name is nonproprietary. 
The term nonproprielary is more accurate and de- 
scriptive, but generic sounds better, is shorter and 
easier to pronounce—and so will probably stay with us 
for a long time to come, although it is a contradictory 
term. | It most decidedly does not describe a genus or 
kind of products common to all the pharmaceutical 


' Presented before the Division of Chemical Literature at the 
131st Meeting of the American Chemical Society, Miami, April, 
1957. 


PAUL G. STECHER 


Merck Sharp & Dohme Research Laboratories, 
Rahway, New Jersey 


trade. It does denote or should denote a unique sub- 
stance definable in chemical nomenclature as a single 
chemical compound not to be confused with any other 
substance of the same kind or belonging in the same 
group of drugs. This definition has been broadened 
to allow the coining of generic names for natural ag- 
gregates of substances such as extracts of plant or ani- 
mal origin, but excludes proprietary mixtures where 
each component has its own generic name. 

Generic names are devised to prevent loss of the 
trademark and to make drug identification easier for « 
physicians, pharmacists, purchasing agents, and others 
not trained in chemical nomenclature. Chemical 
names are used as generic names where they are suf- 
ficiently simple and do not contain numbers or sym- 
bols. Such is the case with most inorganic and a few 
organic drugs, and nobody will want to simplify such 
names as sodium bromide, sodium perborate, hydrogen 
peroxide, or glycerin. Most organic substances, how- 
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ever, require a generic name. It is one of the rules of 
prescription writing that no number or symbol shall be 
appended to a drug name unless it denotes dosage or 
quantity. This rules out most systematic chemical 
names of organic drugs. 


GENERIC NAMES AND TRADEMARKS 


Usually a generic name should be longer than the 
trademark, yet still easy to pronounce, because non-use 
of a generic name may result in the loss of the proprietary 
uature of the trademark just as easily as the neglect to 
coin a generic name at all. If a trademark becomes the 
common name of an article or substance, that is, if it is 
used as a generic name, it ceases to function as a trade- 
mark and can no longer be retained as the exclusive 
property of a particular manufacturer. The trade- 
mark then falls into the public domain and becomes a 
generic name in everybody's language. This has hap 
pened to such words as cellophane, aspirin, escalator, 
nylon, and shredded wheat. These former trademarks 
have been declared generic by the courts and no further 
proprietary claims can be made upon them. A remark- 
able exception is Vaseline". Although an official desig- 


oe ; ; re 6 
nation in most European pharmacopeias, Vaseline® 


is the registered aud fully maintained trademark of 
Chesebrough-Pond’s, Ine., for its line of products, the 
best known of which is petroleum jelly. The correct 
way of referring to this product therefore is Vaseline", 
Chesebrough-Pond’s brand of petroleum jelly. (The 
symbol * indicates that the trademark is registered at 
the U. 8. Patent Office.) If any manufacturer's prod- 
uct is meant, the generic name only should be used, 
which in this case is “petroleum jelly.” 

There is considerable confusion in the chemical lit- 
erature as to the difference between the terms trademark 
and tradename. A trademark relates to a commodity 
and is synonymous with brand or proprietary name. 
A tradename relates to a business and is synonymous 
with the company name (1). 

How are generic names of drugs publicized? Usually 
the manufacturer coins the generic name and notifies 
the Council on Drugs of the American Medica] Associa- 
tion. Upon approval by this council the new generic 
name may be referred to as “council-adopted” and will 
be published in the “Journal of the American Medical 
Association.” Much later, usually several years later, 
if the drug is fortunate enough to be accepted into one 
of the official compendia, such as the “Pharmacopeia of 
the United States of America” (2), or the “National 
Formulary” (3), its generic name may be referred to as 
an official generic name. After the council has agreed 
that the generic name is fitting and proper, it is usually 
sent to the Combined Trademark Bureau for publica- 
tion in its journal (4). In the normal course of events 
the Federal Food and Drug Administration, the U. 8. 
Pharmacopeia Commission, and the World Health 
Organization are also notified. Any one of these 
agencies alerts the manufacturer of an already existing 
generic name which, of course, voids the new proposal. 

Immediately upon acceptance the new generic name 
should also be published in the scientific literature. 
This is best done by a footnote in a chemical journal. 
Supposing the title reads ‘““The Synthesis of p-4-Amino- 
3-isoxazolidone,” then the footnote should read: 
“Generic name cycloserine. The trademark of Merck & 
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Co., Inc., for eycloserine is Oxamycin.” Such a pro- 
cedure is a good introduction for a new drug since it 
acquaints the reader at once with the three important 
names every drug should have: chemical name, generic 
name, and brand name. Naturally other manufactur- 
ers or distributors will have different brand names, and 
it is not unusual for a popular drug to have as many as 
20 brand names. It is imperative that a generic name 
be available as soon as the drug is made available to eli- 
nicians. When the tumor-indicating agent 2-(1-piperi 
dylmethyl)-1,4-benzodioxan was developed, no generic 
name was ready with the unfortunate result that just 
benzodioxane began cropping up in the medical litera- 
ture to designate this drug. It was later given the ge- 
neric name piperoran and the trademark Benodaine* 


COINING GENERIC NAMES 


A generic name must either be identical with the 
chemical name (examples: phenol, methanol) or it 
should have no chemical meaning at all (examples: 
bethanechol, edathamil). When a generic name is 
coined by contraction of a chemical name, great care 
must be taken that the generic name has no chemical 
meaning. Good example: cortisone from 11-dehydro- 
17-hydroxycorticosterone. Bad example: allyl barbi- 
turic acid from 5-allyl-5-isobutylbarbituric acid. Usu- 
ally elimination of a radical still leaves a chemical com- 
pound for which a structure can be written. Another 
bad example is sulfacetamide. According to the last 
revision of the United States Pharmacopeia [U.S.P 
XV] (2) this is 


HN--7 ‘Y—S8O,NHCOCH, 


The generic name sulfacetamide patently is a contrac- 
tion of sulfanilylacetamide but is subject to the follow- 
ing misinterpretation: Acetamide is H,NCOCHg, and 
sulfamide (5) has the formula H.NSO,NH;; sulfacet- 
amide can therefore be interpreted as having the for- 
mula H,NSO,NHCOCHs. This is quite different from 
the drug described in the pharmacopeia, which is 
really N'-acetylsulfanilamide 

Likewise the generic name must not carry any thera- 
peutic connotation. Proposals of generic names such 
a8 antigoutine or durmazal are certain to be turned down 
"by the Council on Drugs of the American Medical Asso- 
ciation. More latitude seems to exist in the coining of 
trademarks as is evidenced by such names as Dormison 
and Suavitil. It is the strict law of every state in the 
Union that a druggist cannot substitute another manu- 
facturer’s brand when the trademark appears on the pre- 
scription. As a consequence, manufacturers, wanting 
to promote their particular brand, and to avoid non-use 
of the trademark (which may result in its loss) are apt 
to choose awkward generic names, example chlorpro- 
phenpyridamine maleate. No medical doctor is going to 
write this on a prescription when there is an easy trade- 
mark such as Chlor-Trimeton®. 


CHECKING FOR INTERFERENCE 


One must search far and wide to find a new name 
which does not conflet with some other drug's name al 
ready established. It is quite necessary to make sure 
that there is no possible confusion or conflict with an- 
other generic name nor with any chemical name nor 
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with any trademark. You may think that your 
chosen generic name does not interfere with a given 
trademark, but the patent and trademark attorneys of 
your competitor are likely to prove otherwise. The orig- 
inal generic name for the antihistaminic Neo -Antergan® 
was pyranisamine. This had to be changed to pyrila- 
mine because of possible interference with the trademark 
Pyribenzamine®, also an antihistaminic. Sometimes 
two generic names are necessary to distinguish between 
different grades of the same substance: hexamethylene- 
tetramine is called hezamine when a technical or rea- 
gent grade is involved and methenamine when a medic- 
inal grade is meant. Similarly for medicinal calcium 
cyanamide the generic name carbimide has been pro- 
posed. Neither generic nor brand name should give 
offense in foreign countries. An aerosol preparation 
of cortisone could well be called Cortomist, sounding 
rather elegant in the U.S.A., but sales would drop off 
sharply in Germany where the word Mist means dung. 
In the bibliography are given the titles of some domes- 
tic and foreign compendia which facilitate such a search 
(6-14). It goes without saying that the subject-in- 
dexes to all abstracts journals usually found in chemical 
and medical libraries must be consulted also. 


FUTURE CONSIDERATIONS 


Because of the increasing number of new drugs (some 
35 per month the world over, not counting combina- 
tions) coiners of new generic names are running out of 
the necessary meaningless combinations of syllables, 
and electronic brains are asked to provide more syllabic 
combinations than the human brain can imagine. This 
is only a temporary answer, since the limitation is arith- 
metical. Already coiners of trademarks are using geo- 
graphical maps, for example Miltown (generic name: 
meprobamate, chemical name: 2-methyl-2-propyl-1,3- 
propanediol dicarbamate) and Metuchen (chemical 
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name: 2,2-diethyl-1,3-propanediol dicarbamate). Per- 
haps coiners of generic names should consult star maps. 
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COUNCIL ON DRUGS |. 





Report to the Council 
The Council has authorized publication of the following report. 





Historical Background : 


Attempts to prevent gastric irritation and vomit- 
ing by enclosing irritant drugs within gastro-resis- 
tant coatings are credited to Unna and others more 
than 100 years ago. Some of these early coatings 
consisted of keratin, vl salicylate (salol), or 
gelatin hardened in Idehyde. The prepara- 
tions were called enteric, since the objective was 
to have them withstand gastric digestion but, never- 
theless, disintegrate and undergo absorption in the 
intestine. These ions were not uniformly 
successful, with respect to this objective. On the one 
hand, some soluble drugs were found able to dif- 
fuse through coatings which were satisfactorily 
insoluble in gastric juice, and, on the other hand, 
some enteric preparations were so resistant to dis- 
integration and solution that they traversed the 
entire gastrointestinal tract intact. Nevertheless, such 
preparations continued in use and served a some- 
what useful purpose. Attempts to improve upon the 
enteric coatings were made at sporadic intervals, 
but im a more or less desultory fashion, since the 
reasons for doing so did not appear particularly 
persuasive or rewarding. 

As years went by, an increasing number of drugs 
came to be administered by parenteral injection be- 
cause of various sorts of limitations to their oral 
effectiveness. During the era when drugs were ad- 
ministered virtually exclusively as oral preparations, 
it was recognized that various drugs varied con- 
siderably as to the duration of their effects; how- 
ever, parenteral administration emphasized this 
distinguishing characteristic among drugs, since 
the gross variable due to gastrointestinal absorp- 
tion presumably was eliminated. This, in turn, 
served to focus attention upon the fate of the drug 
within the body and upon the roles played by 
bindings, chemical change, storage in inert depots, 
and excretion in determining the duration of the 
drug’s sojourn in the body and the consequent 
duration of its effect. More simply, parenteral ad- 
ministration emphasized the importance of learning 
the time-course of this disposal even in the instances 
in which mechanisms were little understood, or 
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conversely of learning the blood levels achieved 
by various drug dosages and the time-course of the 
subsequent declines in these levels. 

It was inevitable, of course, that the duration of 
action of a number of drugs did not coincide with 
the clinical or therapeutic desiderata. When the 
action was substantially longer than desired, atten- 
tion was directed toward synthesizing shorter acting 

; when the action was substantially short- 
er desired, recourse was made to several de- 
vices. Some of these, such as the use of probenecid 
to impair the renal excretion of penicillin, are un- 
related to the current topic. More commonly, efforts 
were made to delay, and thus prolong, the absorp- 
tion of the drug from the injected site. This proved 
exceptionally fruitful. The various penicillin and 
insulin preparations may be cited as outstanding 
examples of successes in this direction. 

These successes with injectable preparations re- 
awakened interest ip the possibility of modifying 
oral preparations of drugs so as to delay and prolong 
the absorption and thereby the action of the active 
ingredients, with the comparable objective of im- 
proving their therapeutic effects. As a result of this 
interest, the market is now more or less deluged 
with preparations purporting to have delayed ac- 
tion, repeat action, and sustained action. The rush 
to prepare all sorts of medicaments in some one of 
the prolonged forms has been so great that one 
manufacturer taunted his competitors by preparing 
a long-acting placebo. Before the contagion be- 
comes too general, it seems appropriate to survey 
the problem in a general way. 


Preparations for Prolonged Action 


Manufacturing Methods.—The methods for mak- 
ing preparations designed for delayed disintegration 
and absorption will be referred to only in general 
terms since this is a pharmaceutical problem. Most 


of them fall into two categories: (1) those in which 


the active drug is coated with some agent more or 
less resistant to gastric digestion or which dissolves 
or disintegrates slowly in any fluid (e. g.. fats. 
waxes, fatty acids, shellacs, glycerinesters ) and (2) 
those in which the active drug is adsorbed on an 
ion-exchange resin from which it is rather slowly 
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eluted. An enormous variety of agents of the first 
category has been studied, and their very number 
is something of a mute testimonial to the fact that 
none has been found to be uniformly successful. 
They are marketed in the form of tablets, capsules, 
and liquid suspensions. Some of them are made 
after the fashion of the old-time “jaw-breaker” 
candies of our childhood days, the alternating con- 
centric rings of assorted colors in the candy having 
their counterpart in alternating rings of coating 
material and drug. Still others are prepared by 
incorporating the drug with sugar pellets or other 
nuclei, coating these nuclei with varying thicknesses 
of a selected coating material, and preparing the 
ultimate dose-form (whether capsule, tablet, or 
liquid ) by assembling an a ate conglomerate 
of coated and uncoated pellets. The repeat-action 
product is a preparation (most commonly tablet 
but not necessarily so) in which the two or three 
doses of the active ingredients that the unit con- 
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of a number of such agents has been closely cor- 
related with the steady maintenance of adequate 
blood and tissue levels of drugs. \ 
Specific Problems.—Acknowledging the praise- 
worthy objective of prolonged preparations in cer- 
tain fields does not, however, necessarily constitute 
an admission that they achieve this objective in 
these fields, nor constitute an encouragement to the 
extension of such preparations in a random or wide- 
spread manner. Some simple facts must be borne 
in mind, with respect to the problem. Administer- 
ing a drug —— by mouth involves many 
more variables than when it is injected intra- 
muscularly or subcutaneously’ It may enter a 
stomach with or without food, and with or without 
much gastric juice. It may remain there for widely 
variable periods of time and then be emptied into 
an intestinal tract, which also may vary as to the , 
digestive juices with which it accosts the prepara- 
tion and the celerity with which it transports it to - 


tains are released at two or three presumably pre- 
determined time intervals. Usually the first dose is 
released when the sugar coating dissolves and the 


the outside world. It would be rather a meaningless > 
exercise to determine the averages of such variables, / 
since only a minority of individuals could be ex- ; 


subsequent portion when the tablet disintegrates. 
The sustained-action product is a preparation (cap- 
sule, tablet, or liquid) which purports to release 
a portion of the active ingredient relatively prompt- 
ly and subsequent portions more or less uniformly 


throughout the ensuing period of 6 to 12 hours. ' 


Several variants to these patterns (e. g., combined 
types) are also available. 

Advantayes.—The advantages claimed for these 
prolonged forms of medication are obvious. Medi- 
cation tuken once a day instead of two, three, or 
four times eliminates the inconvenience for the 
ambulatory patient of taking medication when away 
from home (and thereby forgetting some doses ) 
and saves the time of the nurses charged with dis- 
tributing medicaments to institutionalized patients. 
A more substantial advantage claimed is that ad- 
ministration of these prolonged forms obviates the 
peaks and valleys of drug concentration in blood 
and tissues, which are associated with intermittent 
administration of ordinary preparations, and en- 
ables certain drugs to maintain their effectiveness 
through the bedtime hours. Thus, there are a 
number of areas in which the employment of pro- 
longed forms of medication presents opportunities 
for improved therapeutic effects. For example, it 
is generally agreed that there is an increased 
nocturnal secretion of gastric juice in the average 
patient with duodenal ulcer and that most 
cholinergic blocking agents usually reduce gastric 
secretion for only two to four hours (if at all), 
when given in ordinary therapeutic doses. There- 
fore, there would be some merit to a preparation 
which would prolong such an action to eight hours 
or so. Likewise, smoothly sustained blood levels of 
sulfonamide compounds and antibiotics are to be 
desired, since the chemotherapeutic effectiveness 


pected to coincide with such averages. It seems | 
probable, therefore, that it would be almost futile 


to devise protective coatings which would ensure \ 
uniform times for disintegration and absorption ) 


from patient to patient. 

Campbell and co-workers ' from the Food and 
Drug Laboratories of Canada have studied what 
they call the “physiological availability” of drugs im 
various preparations, by determining the percemt- 
ages of administered drug that is absorbed. Using 
agents whose absorption could be determined with 
some precision (riboflavin and sodium aminosali- 
cylate) and administering the agents by means of 
tablets which had varying disintegration rates when 
tested by a modification of the U. S. P. tablet- 
disintegration method, they found that “to ensure 
complete availability, simple tablets should ha 
an in vitro disintegration time of less than 
minutes as determined by the official method.” 
examining 11 commercially available prolonged- 
action preparations, they found that 10 of 
had in vitro disintegration times of more than 
minutes, indicating, by inference, that for all of 
these the physiologically available drug contained 
therein would be something less than the labeled 
amounts. 

Their studies are sufficiently convincing to war- 
rant the statement that a preparation which actually 
succeeds in delaying the disintegration of the ad- 
ministered form, and thereby the absorption of the 
active ingredient to any dependable degree, inevi- 
tably does so at the expense of some loss in pre- 
cision of dosage. The corollary of this would seem 
to be that no drug for which precision of dosage is 
of paramount importance should be administered | 
by a prolonged-tvype preparation. This applies to 
a considerable number of drugs of which the digi- 
talis glycosides may be cited as examples. 


\ 
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There is a second corollary which can be drawn 
from“their studies. When a drug is normally irregu- 
larly or incompletely absorbed after oral administra- 
tion as compared with parenteral injection, it seems 
inevitable that this erratic behavior would be ac- 
centuated by administering it in one of the pro- 
longed-type preparations. There are quite a number 
of such drugs, and they may be readily recognized 
by noting the marked disparity between the oral 
dose and the parenteral dose when the drugs are 
administered both ways. Several of the ganglionic 
blocking agents used in the management of hyper- 
tension illustrate this characteristic. A number of 
published reports support the contention that ad- 
ministration of prolonged-type preparations leads 
to (1) a more prolonged effect than that produced 
after administering ordinary preparations and/or 
(2) a more evenly sustained level of drug in the 
blood. Unfortunately the great majority of these 
reports state that 10 mg. of drug “X" given as a 
prolonged-type preparation resulted ina longer 
duration of clinical effects than did 5 mg. or so of 
drug “X" given as an ordinary preparation. Of 
course it should! So would 10 mg. of drug “X" 
given as an ordinary preparation, Only a few 
drugs (e. g.. aleohol) have a more or less fixed rate 
of disposal. so that increasing the dose increases 
the duration of action more or less to an equal 
degree. Nevertheless, for the great majority of 
drugs, whose disposal is patterned along the lines 
of so-called decay curves. an increased dosage re- 
sults ina definite crease in the duration of its 
effects, even though this is not a direct relationship 
In a few studies, determinations of blood levels 
have been adequate enough to establish that there 
is less “peak and valley” rise and fall in such levels 
after administration of prolonged-type preparations 
as compared with ordinary preparations. These are 
quite convincing. but it should not be forgotten that 
such evidence. which is valid for drug °X." cannot 
be construed as appiving necessarily to drugs “Y" 
or “Z." 

Contraindications.—Mention was made previously 
of some areas in which prolonged-type  prepara- 
tions would appear to offer advantages. It is equally 
appropriate to mention some areas or circumstances 
in which they would appear to be contraindicated. 
In addition to the contraindications which stem 
from the behavior of the drug as to characteristics 
of absorption and duration of action, there are chin- 
ical considerations which challenge the advisability 
of prolonged-type preparations for certain drags 
One_may include here, at least as being debatable 
thé employment of prolonged-type preparations tor 
the amphetamines and other_anoresigenic agents 
used in the treatment of obesity. In view of the 
lack of general agreement as to the mechanism bs 
which these drugs have an anorexigenic action and 
the likelihood that they are not effective without 
some attendant central and cardiovascular stimula. 
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tion, their employment for this purpose may be ., 
more of a price to pay than the trivial villainy 
of eating between meals is worth. 

Still more questionable, in my opinion, is the use 
of prolonged-type preparations of glyceryl trini- 
trate (nitroglycerin) in angina pectoris. This agent 
has achieved its deserved reputation because it is 
rapidly absorbed when given sublingually and is 
quickly effective in relieving an anginal attack. The 
value of any of the nitrites as prophylactic agents is 
less firmly established, and the shift to a swallowed 
administration form is a shift to a much more er- 
ratic absorption for glyceryl trinitrate, whether 
coated or not. Indeed, in one controlled study, oral 
administration of 2-mg. capsules of the drug, four 
times daily, was found to be no more effective than 
a placebo for controlling anginal pain’ Moreover, 


the currently marketed prolonged-type prepara 


tions of this drag are viewed with grave misgivings 
They are available as oral tablets contaiming 2.5 and 
6 ing., which represent from 6 to 15 times what is 
generally considered to be the optimum sublingual 
dose of O4 mg. Accordingly, in view of repeated 
reports * that only minor increments in dosage 
besond this optiinum may produce, in occasional 


' patients, the so-called paradoxical effect of a re 
+ duced coronary flow with attendant collapse (con 


sequent to a venous pooling in the lower extremities 
and diminished venous return to the heart), the 


i administration of such preparations assumes a de 


gree of precision in their rate of absorption which 
strains one’s credulity. Experience may prove that 
misgivings are groundless in both of these instances 
but the reasons for them iHustrate the attitude 
with which the substitution of prolonged forms for 
ordinary forms of administration should be viewed 


Summary 


No drag whose precision of dosage is important 
should be administered by a prolonged-type prepa 
gation, because a bona fide decrease in disintegra- 
tion and absorption necessitates an unknown de- 
crease in’ physiological availability. Drags whose 
normal absorption trom the gastrointestinal tract is 
impaired or erratic should not be administered by 
prolonged-type preparations. The administration of 
drugs ina prolonged-type preparation should be 
viewed with misgiving if the total dose. sdminis- 
tered is more than two or three times the usual 
therapentic dose unless the drags concermed are 
known to have subst untially wide margins of satets 
between therapeutic and tovie ranges, These restric- 
tions leave a substantial area in which there is rea 
son to anticipate that the employ ment of prolonged 
type preparations should offer advantages over cou 
sentional preparations. AC present. there is grave 
disagreement as to the relevance of in vitro tests, 
with respect to predicting the behavior of pro- 
longed-type preparations when administered to pa- 
tients. It seems ontikely that variations in the tests 
will dispel this uncertainty. since the variability 
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between patients will remain, no matter how stand- 
ardized the in vitro procedures become. The cau- 
tious physician would be wise not to become un- 
warrantedly optimistic as to the precision with 
which the prolonged-type preparations can achieve 
the theoretical goals envisioned for them. 
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DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE, 
Foop AND DruG ADMINISTRATION, 
March 11, 1960. 
Hon. Estes KEFAUVER, 
Chairman, Subcommittee on Antitrust and Monopoly, 
U.S. Senate, Washington, D.C. 


Deak SENATOR KEFAUVER: In response to the request in paragraph 4 of your 
letter of February 3, 1960, we are attaching a tabulation which shows the actions 
brought by the Food and Drug Administration within an approximate 5-year 
period against products meeting USP, NF, or label declared potency, but which 
were adulterated or misbranded for other reasons, 

We appreciate very much your cooperation in reducing your original request 
as outlined in your letter of March 4. The remaining material will be sent to 
you as soon as it can be compiled. 

Sincerely yours, 


Geo. P. LARRICK, 
Commissioner of Food and Drugs. 
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ExHIBIT 402 


THE MANUFACTURER'S INCREASED RESPONSIBILITIES 
FOR SELLING UNDER THE HOSPITAL FORMULARY SYSTEM* 


by 


HERBERT L. FLACK, M.Se., ond HERBERT S$. CARLIN, M.Se.** 


1. A Hospital Purchasing Policy for Pharmaceuticals 


This hospital requires each supplier te certify under oath the 
following: 


The company maintains @ quality control program to 
qumeding 0 dandod quinbodig Ga taal = 


8. The ingredients meet official, national and state standards. 


C. The finished product is manufactured, 
wa child, nohstal cad ste desde ead tot All 
nicked products, cflicial and ponoMiciel nonofficial, conform to official tests 
wore cihuiiin: Ln, hiaabaien tame tor tin, Quand eo. 
quirement for injections, 
D. Thet the company in the 
duced « new product 
licoti 
lied 
The compeny grants permission for « representative from the 
heii torte compery premises at any time during reguler 
tokio hoon teri aeee ot ieaahe cane ine. 
i tecteaheeienan 


The hospitel requires that, on demand, assay date will be pro- 
any ee 

G. The hospital further requires that successful bidders must post 
@ bond to allow the hospitel to assay samples of products of ques- 
tionable potency or composition at company expense. 


twe years hes (or has nat) pro- 
thereon an effective new ep 
Patan tas ocd Fe a 


ll. A Purchasing-Quality Control Program for 
Hospital Pharmacists 


|. Qualifications of Supplier 

A. Purchase from manufacturers which are known to participate 
in research in their own institutions and which are known to support 
research at nonprofit institutions. 

B. Hf possible, do not purchase from mail-order houses, distribu- 
tors or a or where the compe Fe oo ees ne 
drug salers, of course, are aaletek from this requirement. 


3. | have not or are too viscous. 
4. Labeling is spveific and correct for your institution. 
8B. Maintain close liaison with i personne! and re- 

cord all comments concerning oa tne forms and difficulty 
therewith, as 

|. Difficulty in withdrawing suspensions. 

2 of needle. 

3. Pain of 

4. All items in II-A, 1, 2, 3, 4. 


A. is @ low-priced product, include the cost of an 
oe ee es oe dee 
then eciina i aes ie weed soaks de 
control dete and have your own assey outside the 
yyy 5 de ge PAT hw on 
2, ee See ae ee your essay corroborate 
those compeny indicate @ product « 100 percent 
of labeled amount or better. _ 

B. Remember thet «@ single assay done once on « company's 
product is not sufficient to justify continued purchasing of the same 
or products from said company. As @ pharmacist you know 
that in @ manufacturing process, there can be variations in every 
batch of @ product; al @ reputable manufacturer will not 
Gals 6 elec Gas he cotton Uelew o tender. 


IV. General Principles 
i. Where product is not satisfactory, — on oe 


“Illustrative material presented as part of a paper to the Annual Convention of the Parenteral Drug Association 
held October 14, 15, 16, 1959, at Hotel Statler, New York City. 


**Mr. Flack is Director of Pharmacy Service at Jefferson Medical College Hospital, Assistant Professor in 
Hospital Pharmacy at the Philadelphia College of Pharmacy and Science, and Director of the Program in 
Hospital Pharmacy and Science, the Jefferson Medical College and Hospital, and the Veterans Administre 


tion Hospital of Philadelphia. 


Mr. Carlin is Head of the Department of Pharmacy Service, University of Colorado Medical Center, Denver. 
When this paper was begun, Mr. Carlin was Chief of the Education and Research Division, Pharmacy Service 
at Jefferson Medical College Hospital, which position he assumed following award of the M.Sc. in Pharmacy 
degree from the Philadelphia College of Pharmacy and Science and completion of a Residency in Pharmacy 


at Jefferson. 





FI 





ADMINISTERED PRICES 11795 


Flack and Carlin -2- P.D.A. Conv., Oct., 1959 


Wl. Product Duplication — The Hospital Pharmacist’s Dilemma 


A. Philadelphia Classified Telephone Directory (1959) lists 81 companies as ‘‘Pharmaceuticals— 
Manufacturers” (2 more than in 1958). 


1. Some of these companies share the same address and telephone number. 


B. Review of the 1960 edition of a national drug product and manufacturer listing and price book 
indicates the following: 


1, 52 suppliers of Prednisone Tablets U.S.P. 5 mg. (15 more than in 1958). 
a. Price range of $3.33* to $20.88 per hundred. 


2. 38 suppliers of Ascorbic Acid Injection (Sodium Ascorbate Injection U.S.P.) 500 mg. ampuls 
or vials. 


a. Price range of $8.40 to $30.00 xx per hundred. 


* In the mail came an October, 1959, special price of $2.09 per hundred. 
xx One company listed this ot $60.00 per hundred and was considered a typographical error. 


IV. Requests For Bid By A Hospital Pharmacy (Jefferson Medical College Hospital) 
And Price Range Resulting Therefrom 


A. Prices were requested and obtained on the following bulk quantities which represented 
approximately a 3 month supply: 


BID QUANTITY DESCRIPTION PRICE RANGE QUOTED** 
3,000 Ascorbic Acid Injection U.S.P. $5.00/100 

500 mg./ 2 ml. — 2 mi. ampul to 

(Sodium Ascorbate Injection U.S.P. $18.30/100 

XIV) (Vitamin C Injection) 

100 Cyanocobalamin Injection U.S.P. $1.80 each*** 
1000 meg./ ml. — 10 ml. vial to 
(Vitamin BY, Injection U.S.P. XIV) $5.40 each 


** January, 1959. 


*** In the mail came an October, 1959, special price of $1.25x each. 
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V. Results of Ascorbic Acid Injection (Sodium Ascorbate Injection U.S.P.) Survey* 


vi. 


A. Quantitative Assay: 


Meet U.S.P. Above 100% 
Quantitative 


Assay Below 100% 


Fail U.S.P. 
Quantitative Assay 


Conv., Oct., 1959 


Labeling Irregularities 
Discolored Solutions 


Other Physical Irregularities 


B. Bid Prices: 


$5.00 per 100 or Less 
$5.01 to 8.30/100 
$8.31 to 11.70/100 
$11.71 to $15/100 
Above $15/100 


Distributor's Manufacturer's 
Products Products 
Number-Percent Number-Percent 

1 20% 5 50% 
1 20% 1 10% 
3 60% 4 40% 
0 2 20% 
100% 70% 
0 0 1 10% 
Distributor’s Manufacturer's 
Products Products 
Total Meet U.S.P. Total Meet U.S.P. 
Quontitative Quantitative 
1 0 0 0 
2 1 4 3 
2 1 1 1 
0 0 1 0 
0 0 1 1 


*As 0.5 Gm in 1 ml., 2 ml., or 5 ml. Ampuls or vials. 
**For products which were assayed and for which a bid price was received. 


Results of Cyanocobalamin Injection Survey* 


A. Quantitative Assay: 


Meet U.S.P. Above 100% 
Quantitative 


Assay Below 100% 
Fail U.S.P. 


Quantitative Assay 


Labeling Irregularities 


B. Bid Prices: 


Less than $1.50 each 
$1.51 to $2.50 each 
$2.51 to $3.50 each 
$3.51 to $4.50 each 
Above $4.50 each 


*As 1000 mcg. per ml., 10 ml. vial. 
**For products which were assayed and for which a bid price was received. 


Distributor’s Manufacturer's 
Products Products 
Number-Percent Number-Percent 
2 20% 7 64% 

7 70% 4 36% 

1 10% 0 0 
1 10% 2 18% 
Distributor's Manufacturer's 
Products Products 
Total Meet U.S.P. Total Meet U.S.P. 
Quantitative Quantitative 
0 0 0 0 
6 5 3 3 
3 3 4 4 
1 1 0 0 
0 0 2 2 


Total 
Products 
Number-Percent 
6 40% 
2 13% 
7 47% 
2 13% 
12 80% 
1 7% 
Total 
Products 
Total Meet 
U.S.P. 
1 0 
6 4 
3 2 
1 0 
1 1 
Total 
Products 
Number-Percent 
9 43% 
VW 52% 
1 5% 
3 15% 
Total 
Products 
Total Meet 
U.S.P. 
0 0 
9 8 
7 7 
1 1 
2 2 
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ExuHIsit 403 
{From Hospitals, J.A.H.A., February 1, 1960] 
THE FoRMULARY SYSTEM VERSUS THE NEW CONCEPT OF “SUBSTITUTION” 
(By George F. Archambault, D. Se.*) 


The author answers four questions about hospital pharmacy prac- 
tice posed by an organization representing a segment of the phar- 
maceutical industry. The profession is being unjustly accused of 
unethical and illegal acts, the author writes, but in addition to 
defending hospital pharmacy, he suggests that now would be a good 
time to review and strengthen the profession’s legal and ethical 
responsibilities. 


Recently the National Pharmaceutical Council, through its hospital pharmacy 
representative, posed four questions concerning the use of the formulary sys- 
tem in hospitals. Its stated purpose in formulating these questions was to 
encourage open discussions among hospital pharmacists and administrators 
and representatives of the drug industry, in which the formulary system can be 
debated in an intelligent and mature way. The purpose of this article is to 
try to answer these four questions. 

The first question is: “Does the dispensing of a drug or brand of drug other 
than the one ordered by the physician, even where a hospital formulary exists, 
operate to place liability on the hospital or any of its personnel when the per- 
sonal injury liability question is being litigated?” 

My answer is: This is a question of liability. Liability involves negligence. 
To prove negligence in court, three facts must be established: (1) there is a 
duty to exercise care; (2) there is a nonexercise of that duty, and (3) as a 
result of the nonexercise of that duty, someone suffered damages, or was injured. 

I say where there is a formulary committee and a formulary that has been 
approved by the medical staff, there has been no dereliction of duty. In fact, 
just the reverse. A critical evaluation of available drugs in each therapeutic 
category has been made by the staff through its committee; therefore, there 
has been no lack of exercise of that duty. So the first two elements necessary 
to prove negligence charges are missing, and the charges could not stand. 


THE FORMULARY AND NONLIABILITY 


I do not believe that the dispensing of a drug, ordered by a trade name under 
a generic name policy, operates to place a malpractice or negligence claim upon 
our hospitals, hospital administrators, physicians, or hospital pharmacists. It 
is difficult for me to conceive that the use of a formulary system in a hospital, 
a system approved by the medical staff, could lead to the injury of a patient. 
The legal duty of the pharmacist, the administrator and hospital is quite clear— 
to furnish the drug called for under the system approved by the medical staff 
treating the patients. ; 

Blanket authorization or prior general approval by physicians to dispense by 
generic name may be given in several ways. 

1. Approval may be included in the language of the hospital medical staff 
bylaws, rules, and regulations. The following is from rules and regulations of 
one New York hospital: 

“The Hospital Pharmacy may dispense equivalent drugs for those ordered 
under a trade or proprietary name in the treatment of service inpatients and 
clinie outpatients.” 

2. Approval may be a blanket approval signed by each physician. The fol- 
lowing agreement is used by a Minnesota hospital : 

“T understand that the ~__--- -__- Hospital Pharmacy has been dispensing 
according to generic or official names and that unless I specifically indicate, I 
authorize the Pharmacy to supply, in filling any of my prescriptions or drug 


1 George F. Archambault, LL.B., D. Se., is chief, Pharmacy Branch, Division of Hos- 
pitals, U.S. Public Health Service. 
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orders, the drug under generic or official name which is identical with the brand 
name I may write. This authorization is valid until revoked in writing. 
Ps A ce icconsancine 


When a staff physician is reappointed at this hospital, he signs the following 
acknowledgment : 

“I understand that at a regular staff meeting at ~_-------- Hospital in 
sn iscaeaiec , the staff went on record to accept drugs by generic, N.N.D., U.S.P., 
N.F. name. This has raised no problem in my prescribing at _...----_- Hospital 
and I authorize the Pharmacy to continue this practice until I shall revoke it in 
writing. 

SRE nteierons sce 


38. Another hospital, a research center, has printed on its hospital-use prescrip- 
tion blanks the following: “Authorization is given for dispensing by generic 
name unless checked here. (] 


In view of the above methods—all no doubt approved by hospital attorneys 
after conferences with State hospital association attorneys and possibly attorneys 
generals’ offices and the intelligent eyaluation of drug therapy agents by the 
members of the pharmacy committees—it is the opinion of the writer that the 
use of a medical staff approved formulary system does not operate to place lia- 
bility on the hospital or its personnel. 


THE HOSPITAL AS STAFF AGENT 


The second question is: “Does the hospital acting through the Pharmacy 
and Therapeutics Committee have the legal power to authorize a hospital pharma- 
cist to dispense a drug or brand of drug other than the drug or brand of drug 
prescribed ?” 

My answer is: The hospital itself doesn’t have the authority. It is the medi- 
cal staff that authorizes the hospital to so act. The physicians themselves 
have this authority. The hospital merely acts as the agent of the medical staff. 
When the Pharmacy and Therapeutics Committee sets up a formulary system 
and the medical staff as a matter of policy approves the program and turns it 
over to the hospital for implementation, the formulary system is being properly 
conducted for the physicians. In other words, the hospital is only carrying out 
the professional mandates of its physicians. Could this be contrary to law or 
public policy or patient welfare? ° 

“And if permission is given to the physician”, the second question continues, 
“may it be given prior in time to the writing of the prescription or chart 
order”? In other words, the questioner is asking, “Don’t you have to obtain 
permission subsequent to the writing of the prescription or medication order 
each and every time or can you obtain a blanket authorization” ? 


THE TEST OF REASONABLENESS 


My answer is that the law of reasonableness must apply. Is it reasonable 
to expect the physician operating in a hospital atmosphere to give his per- 
mission each and every time when he has once so stated his wishes? If he gives 
permission once, a blanket authority, isn’t that enough? I do believe that’s what 
the courts will tell us when this issue is finally litigated. 

The third question is: “Where hospital formulary policies cause a delay in 
obtaining drugs not approved by the formulary or where formularies state that 
proprietary name drugs are synonymous with official title drugs, can it be said 
that the hospital pharmacist is really discharging his duty with an optimum 
of professional and ethical consideration and further, do these statements give 
full recognition to the M.D.’s prerogative to select drugs”? 
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My answer is: Do such hospital pharmacy policies actually cause delays? 
I know of no such situation. I know that if a hospital needs a drug, whether 
it be in the formulary or not, it simply calls the local wholesaler. If it is an 
emergency, the drug is immediately sent out by the wholesaler, or a car is sent 
for it by the hospital. This is no different from the practice of the corner 
druggist. Certain drug wholesalers take pride in telling hospital personnel 
that in an emergency, they make prompt delivery. So I ask, isn’t this a “moot” 
question? 

THE FORMULARY AND MEDICAL RIGHTS 


The next part of the question asks in effect: “Does the formulary service 
give recognition to the M.D.’s prerogative to select drugs?” I know of no 
physician, who understands and operates under the formulary system discussed 
here, who has found fault with the system. In fact, physicians tell me they 
like it, because it gives them a medical staff committee procedure for the un- 
biased evaluation and stocking of drugs of the high quality they seek at the 
best available market price. In many instances, this is through competitive 
bidding ; therefore, in addition to the use of high quality drugs, economic savings 
are passed on to their patients. If a physician or a group of physicians has 
faith that the hospital will stock only quality drugs from quality houses, what 
prerogative is lost? 

The fourth and last question is: “How can a board of pharmacy allow hospital 
pharmacists to dispense a drug or brand of drug other than the one prescribed 
without the board being accused of using a dual standard for pharmacy law 
enforcement?” 

The answer is really very simple: Pharmacists in hospitals do not dispense a 
different brand from the brand intended or prescribed. It is understood by all 
concerned that when the physician prescribes by trade name, the rules of the 
formulary system are such that the pharmacist may dispense a product under its 
generic name, unless the physician indicates by some means other than the 
writing of the name that he wants a particular brand product only. An im- 
portant point to remember is that a pharmacist in a corner drugstore can do 
the same in his community pharmacy practice where he obtains such a blanket 
authority from his physicians. How can anyone claim that this is substitution 
when the National Pharmaceutical Council definition reads “the dispensing of a 
different drug or brand in place of the drug or brand ordered or prescribed with- 
out the expressed permission of the prescribing physician” ? 


CHANGING DEFINITION OF “SUBSTITUTION” 


Some 28 years ago when I started to practice pharmacy, “substitution” meant 
one thing—the dispensing of a wrong chemical or drug, one different from that 
prescribed. Only occasionally did we hear “substitution” then being applied to 
trade vs. official name substances. Then came 1955 and the NPC definition for 
substitution that enlarged the meaning to include a switching of brands without 
the expressed permission of the prescriber—a good definition and one that bene- 
fited patient care; a definition that in effect said pharmacy must respect the 
physician’s wishes for a particular brand. 

Today, a new concept of substitution is being proposed. Its proponents seek 
legislation to make criminal the dispensing of prescriptions or medication orders 
of a brand other than that called for on the prescription, even when the physi- 
cian has given a blanket or prior consent or authorization for dispensing by 
generic name. In other words, some would say that the physician cannot pre- 
scribe by generic name unless he has the pharmacist call him each time, after the 
order or prescription has been written, in spite of having given prior blanket 
authorization. 

Only time will tell what the medical and dental professions, and the hospitals 
and the practicing pharmacists of the country—whether in community, educa- 
tional, government, or hospital practice—will say to our State legislatures and 
the American people, when they seek our opinions as to the worth of such 
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proposed legislation to the public health, to patient safety, and to good hospital 
care. 

A final and important word. Hospital administrators and hospital pharma- 
cists do not have the “unwelcome” mat out for State pharmacy board officials and 
inspectors as some of our pharmaceutical journalists would have you believe. 
As individuals interested in sound medical and pharmaceutical service, they 
welcome such calls despite what some elements of pharmacy may say to the 
contrary. Hospitals in Washington and Virginia, for example, have done an 
excellent job in conferring with all groups involved in hospital and nursing 
home patient care to work out mutually acceptable regulations for drug control 
in hospitals, clinies, nursing homes, and homes for the aged. We need more of 
such cooperative planning at State levels. 


HOSPITAL-STATE BOARD RELATIONS 


The ideal working arrangement, in moving forward on this problem at the 
State level, is first to study the laws and regulations pertaining to the practice 
of pharmacy and drug control in the State to determine which branch or branches 
of State government have authority to enforce these acts. The attorney general's 
office can, and will, make this survey on request for State hospital associations. 
This means research not only into pharmacy laws and regulations, but also into 
board of health, hospital licensing, nursing home licensing, food and drug, 
nursing, and other laws and regulations, sueb as those governing narcotics, 
hypnotics, publie safety, and agriculture. 

Because most larger and many teaching hospitals recognize their responsibil- 
ities to the public in this area, State board of pharmacy members and board of 
pharmacy inspectors should be familiar with the approved nationwide policies 
adopted by such hospitals relative to pharmacy practice and control—policies 
approved by the American Pharmaceutical Association and the American Society 
of Hospital Pharmacists. If these points are well understood by pharmacy 
board members and inspectors, hospital officials can proceed to meet with officials 
of State hospital and nursing home associations on this matter, as well as jointly 
with all groups concerned (ineluding hospital, medical, pharmacy, hospital 
pharmacy and nursing State associations, and State public health department 
officials, such as the drug control units and hospital and nursing home licensing 
authorities). In these meetings, mutually acceptable regulations and policies 
can be prepared, for approval by the office of the attorney general, that will give 
the public a safe enforceable pharmacy practice act for our hospitals, clinies 
and nursing homes. 

State pharmacy board members have a heavy legal and moral obligation 
and responsibility to see that citizens in hospitals, clinics, nursing homes and 
homes for the aged receive the same adequate and safe pharmaceutical service 
as is available at our community pharmacies. All pharmacists have this pro- 
fessional, civil, and moral responsibility, and those serving on boards have a 
legal obligation in this area. The pharmaceutical needs of the aged, the dis- 
abled, the chronically ill, and the short-term hospitalized patient must receive 
constant surveillance by the pharmacy profession and hospital administration. 
We cannot fail in this public trust, be we pharmacists or hospital administrators. 
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Exuipir 404 
May 20, 1959. 
L. EuGeENE Datty, M.D., 
Vice President, Eaton Laboratories Division, 
Norwich Pharmacal Co., 
Norwich, N.Y. 

DreAr GENE: I have just had the pleasure of reading the full text of your speech 
made at the Rutgers Pharmaceutical Conference on May 13. We were well 
represented there and the reports by our men on your observations have been 
highly complimentary. 

I noticed that on page 4 of your talk you referred to the work of the National 
Pharmaceutical Council in the hospital field. This segment of the NPC’s work 
is now headed by William Woods and I have enclosed a copy of his background 
sketch. 

When the NPC started, there were only four States with any kind of anti- 
substitution laws; thanks to the efforts of this group, 44 States now have proper 
regulations to insure faithful filling of the physicians’ prescriptions. 

We of the NPC agree with you that as drugs become more and more potent, 
hospital patients—our sickest patients—must have the exact brand specified 
by the physician. Legalized substitution, under the disguise of a formulary, 
will be increasingly dangerous to the publie health. 

From the standpoint of the pharmacist, the situation is preposterous; the 
independent must fill a prescription exactly as written and supply the brand 
specified by the physician, whereas the hospital pharmacist can ignore brand 
specification and, in most cases, has been given authority to supply what he—the 
pharmacist-—believes to be an equivalent. (‘“Equivalent” does not mean the 
same thing to any two people, ) 

The NPA was founded and has been supported by a number of the leading 
firms in the industry. It is a cooperative group, interested in preserving the 
integrity of the products created by the members. Behind closed doors we have 
been receiving all kinds of euthusiastic support from leaders in pharmacy. We 
plan to continue our highly necessary efforts against substitution and fraud 
both in the trade channels of distribution and in hospitals. 

Gene, Eaton Laboratories should certainly belong to the NPC. In contrast 
to the many research associations, to which we all belong, the NPC is a working 
organization, out to protect the sale of the products which we create. IT am 
certain that you would find NPC membership not only highly valuable, but that 
the annual dues would be paid many times over in actual sales resulting from 
your being active in this group—the counterfeiters and substitutors all know 
who belongs to the NPC. 

Hence, I ask for the order. Our dues structure which was originally $13,500 
annually, is now down to $6,500 for companies doing over 10 million, $3,500 from 
5 to 10 million, and $2,000 under 5 million. (Based on sales for the year 1957.) 

If you would like to have Dr. Newell Stewart meet with you on this subject, 
he would be delighted 12 do so. If I can be of any further help, please let me 
know. In all sin erity. [ know the NPC would be a highly profitable effort for 
your good compar:y to join, 

3est regard, 


Harry 8S. McNem, President. 
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ExHIBiT 405 


January 1958=1 


CONFIDENTIAL « FOR USE OF MEMBER COMPANIES ONLY 
Outline of Anti-Substitution Policies of Boards of Pharmacy 


ALABAMA 


ARIZONA 


ARKANSAS 


CALIFORNIA 


COLORADO 


CONNECTICUT 


DELAWARE 


No specific authority over brand name substitution 
but board would cite a pharmacist accused of substi- 
tuting to appear for censure. Has "gross immorality" 
clause as well as authority when pharmacist is guilty 
of "reprehensible conduct." Section 253. covers sub- 
stitution in general. 


Board has taken specific position ageinst practice of 
substitution. Will take whatever action is possible 
against a substituting pharmacist, although it has no 
specific authority over brand name subdstitution. 

There is a "gross immorality" clause in the law. Sec- 
tion 32-1963 covers substitution in general but board 
counsel has questioned whether "brand substitution" is 
included. 


No specific authority. Would request a substituting 
pharmacist to appear before board. Section 16. of 

Act 57, approved February 14, 1955, states the board 
shall revoke a pharmacy permit if a pharmacy is con. 
ducted so as to endanger the public health or safety. 


Board promulgated Regulation 1716 in 1952 prohibit- 
ing brand name substitution. Will take action against 
a substituting pharmacist. (Has “gross immorality" 
clause in law.) 


Boerd will censure a substituting pharmacist. Sec- 
tion 48.1-3 gives board power to revoke the license 
of a pharmacist found to have become unfit or incom- 
petent by reason of negligence, habits or other cause 
to practice as a pharmacist, but doubtful this can 
be applied to "brand substitution." Must hold public 
hearing to promulgate regulation. Unsuccessful in 
1957 attempt to amend act to cover brand substitution. 


Has taken definite stand against practice of substi- 
tution and has cited pharmacists to appear on basis 

of evidence of substitution submitted by manufacturers. 
Will warn pharmacist on first offense and take action 
to suspend or revoke certificate as well as pharmacy 
permit if practice continues. Has broad powers under 
Section 4472 to suspend or revoke a license on grounds 
of any act invoking moral turpitude or lack of pro- 
fessional integrity. 


While there is no specific authority in the law other 
than "gross immorality" clause, board is anxious to 
eliminate substitution. Early in 1957 the board 
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cited pharmacists to appear on basis of complaints 
by a manufacturer. Has power to revoke a pharmacy 
permit if pharmacy is being conducted so as to endan- 


ger the public health or safety. Board is very co- 
operative. 


Has little authority under law and corporation coun. 
sel assigned to board apparently sees no offense in 
brand substitution. However, board will at least cen- 
sure and warn an offending pharmacist and will cooper- 
ate fully to eliminate any practice which may exist. 
Board can revoke a pharmacist's license if he is found 
to be of an immoral character. 


Section 465.101 subsection (1)(h) grants the board 
authority to revoke or suspend a license if, in the 
compounding of a prescription, an ingredient or arti- 
cle is used different in any manner from the ingredi- 
ent or article prescribed. On March 4, 1956, Rule 1. 
covering a "brand name substitution" offense was adop- 
ted under this section by the board, becoming effective 
May 15, 1956. Board has since cited pharmacists to 
appear on basis of complaints by a manufacturer. 


No specific authority other than "gross immorality" 
clause. Would, however, cite a substituting pharma- 
cist to appear before the board for censure. 


No specific authority although the board has authority 
under Section 37-2208 to revoke a pharmacy permit if 
the pharmacy is being conducted so as to endanger the 
public health or safety. Also has "gross immorality" 
clause. The board will welcome shopping but they do 
not believe a problem exists. Would cite a substitu- 
ting pharmacist to appear informally for warning on 

a first offense and suspend his certificate if there 
is a repetition. 


Board has very little authority. There is a "gross 
immorality" clause in the pharmacy act as well as a 
section on substitution which may include "brand sub- 
stitution." Procedure is to refer evidence of substi- 
tution to the "Director of Complaints” of the State 
Department of Registration and Education. In the 

Fall of 1957 the board held ite first formal hearing 
on @ substitution complaint. 


Little authority in present law except "gross immor- 
ality" clause. However, board has held formal hearings 
under this section and taken action against pharma- 
cists on basis of evidence supplied by a manufacturer, 


Will welcome shopping surveys but do not believe a 

problem exists. On January 1, 1958, an amendment to 
the pharmacy law became effective granting the board 
authority to deny, suspend or revoke a license if the 
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licensee is guilty of brand substitution. The board 
will undoubtedly set up procedure, etc. for handling 
complaints. 


Board has little specific authority. However, there 
is the common "gross immorality" clause in the law 

and Section 13. grants authority to suspend or revoke 
@ permit if the pharmacy is being conducted so as to 
endanger public health or safety. Board doubts wheth- 
er there is a problem of substitution in the state. 
Board might wish to obtain its own evidence if a prob. 
lem is found to exist and would cite an offending pher- 
macist to appear before it. 


Board will take action, but not certain as to what its 
procedure might be. A few years ago the board cited 
four substituting pharmacists to appear and required 
each to sign a sworn statement that he would voluntari. 
ly surrender his license if offenses were repeated. 
Section 1200 grants authority to suspend or revoke 

the permit if pharmacy is being conducted so as to en- 
danger public health or safety. An amendment which 
became effective January 1, 1957, grants the board 
authority to enforce a code of ethics which covers 
"brand substitution" under section 5 (F). 


Will welcome shopping surveys. Will take action 
against an offending pharmacist under section 12. 
which covers substitution generally. Section 9. gives 
the board authority to revoke a pharmacy permit if 
the pharmacy is being conducted so as to endanger the 
public health or safety. 


Board may revoke a permit if the pharmacy is so con- 
ducted as to endanger the public health or safety. 
There is a "Substitution of Drugs Law" enforced by the 
State Department of Health but does not specifically 
cover brands. The board has taken a decided stand 
against substitution. In 1953, it suspended a number 
of permits for this cause and then held the suspen- 
sions in abeyance for one year. Although the board 
has a new secretary who is also Chief of the Division 
of Drug Control of the State Department of Health, we 
believe there are no changes in its policy. 


Was one of the first boards to take action against sub- 
stitution. Has cited pharmacists to appear on basis 
of evidence submitted by manufacturers. Has broad 
authority under Section 42A to make rules and regula- 
tions and under Section 40 to suspend or revoke per- 
mits. Even broader authority is granted to all boards 
of registration under Section 61. to suspend or revoke 
a certificate if the holder is guilty of deceit, mal- 
practice, and misconduct in the practice of his pro- 
fession. Will welcome shopping surveys and will take 
action against any substituting pharmacist. 








MICHIGAN - 


MINNESOTA ~ 


Ye 
8 
ie 
es MISSISSIPPI - 
MISSOURI - 
8 
, 
ne 
MONTANA - 
r 
n 
P 
NEBRASKA - 
ube 
ds 


ke 


ADMINISTERED PRICES 11805 


On September 5, 1956 an opinion was rendered by the 
Attorney General indicating the board has authority 
under 338.419 Section 19. to take action against a 
pharmacist who substitutes. On April 24, 1956 it held 
ite first hearings for pharmacists accused of substi- 
tuting. The board will cooperate fully. 


Boerd has taken action ageinst substituting pharmacist: 
but will do so only upon its own evidence. It will 
welcome information concerning pharmacists who substi- 
tute. Is inclined to warn a pharmacist on a first 
offense and would take action to revoke his certifi- 
cate if there is a repetition. Section 151.20 grants 
authority to suspend or revoke registration if a phar- 
macist is convicted of violating the law. Section 
151.21 prohibits substitution of an article different 
from the one ordered, or deviate in any manner from 
the requirements of an order or prescription. Althougr 
the board has a new secretary, we believe there is no 
change in policy. 


Board has little authority under law. Would like to 
know whether they have any substitution and the secre- 
tary would personally reprimand the offending pharma- 
cist. At present the secretary also functions as in- 
spector but new legislation is contemplated to remedy 
this situation. 


Questionable as to whether board would take action 
against a substituing pharmacist. Only authority in 
the law is the "gross immorality" clause. Board mem- 
bership changed considerably in 1957, a new secretary 
was chosen and the board office moved from Springfield 
to Jefferson City. It is not too cooperative and suf- 
ficient support for amending the law cannot be obtained 
at present. The problem is being given attention. 


The board doubts whether a problem exists. Section 
66-1523 makes it unlawful to willfully, negligently or 
ignorantly substitute any article different from the 
one ordered or deviate in any manner from the require- 
ments of an order or prescription. On October 27, 
1956 the board adopted a regulatian under this section 
prohibiting "brand substitution." 


Is primarily an examtning board with little real au- 
thority. Section 71-147 grants power to suspend or 
revoke a license for immoral, unprofessional or dis- 
honorable conduct, but "unprofessional conduct" is 
defined at some length in Section 71-148 and a substi- 
tution offense is not covered. However, the board 
would be inclined to cite a substituting pharmacist 

to appear for censure. 
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Board does not believe a problem exists but has au- 
thority under Section 10. to refuse to issue an annual 
renewal certificate if the pharmacist is guilty of 
unprofessional conduct or conduct contrary to the pub- 
lic interest. Under Section 16(c) it has the power 

to provide rules and regulations for the revocation 
of a certificate and its renewal for the same causes, 
The board has not officially taken a stand on substi- 
tution but would probably cite an offending pharmacist 
and at least warn him against a repetition of the of- 
fense. 


Board has no authority except "gross immorality" clause 
and has been unable to obtain the approval of its coun- 
sel to proceed against a substitution on this basis. 


This is one of the five states with a specific law 
on brand name substitution (R.S. 45:14-16). Will co- 
operate with manufacturers but will request prescrip- 
tions to obtain its own evidence. Usually levies a 
monetary penalty against pharmacist who substitutes. 


Board has little authority. Under a 1955 amendment 
the board is granted authority to suspend or revoke a 
certificate of registration for "immoral, dishonorable, 
or unprofessional conduct." It is doubtful a problem 
exists. 


On February 24, 1956 the Board of Regents approved 
item 6. under regulation 57 specifying the act of sub- 
stituting as constituting unprofessional conduct grant. 
ing the board authority to suspend or revoke a4 certi- 
ficate of registration or reprimand or discipline the 
pharmacist. It is interpreted that "brand substitu. 
tion” is covered. The board will accept complaints 
from menufacturers but will only proceed on its own 
evidence. During the early part of 1957 the board 
held its first hearings and levied penalties for brand 
substitution offenses. The board is cooperative but 
it is slow in processing complaints. 


Has cited a pharmacist on one occasion to appear be- 
fore it on the basis of evidence of substitution sup- 
plied by a manufacturer. Would have sought an indict- 
ment but menufacturer was satisfied at warning given 

by board. Has clause on "gross immorality" in law. 
Section 90-76 concerns "substitution" and board believes 
it covers brand name substitution. Will cooperate 
fully in eliminating any practice which may exist. 


Under Section 43-1543 a pharmacist is deemed guilty 

of a misdemeanor who willfully, negligently, or ignor- 
antly "substitutes a different article for an article 
prescribed or ordered" or "deviates from the terms of 
the prescription or order in any manner, in consequence 
of which human life is endangered." On December 18, 
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1956 a regulation covering “brand substitution" became 
effective under this section. The board will take ac-~ 
tion on the basis of evidence supplied by manufacturers 


Has “gross immorality" clause in law but otherwise no 
authority in pharmacy law to take action in a brand 
name substitution case. However, on January l, 1958 

an amendment to the State Pure Food, Drug, and Cosmetic 
Laws became effective declaring a drug to be misbranded 
if it is a different brand or drug than the brand or 
drug prescribed or drdered. Penalties are prescribed 
and the Board of Pharmacy is given enforcement author- 
ity. We presume procedure will be established shortly 
for handling complaints. 


No particular authority in the law but the board will 
cooperate to the best of its ability. Will cite a 
pharmacist to appear who is guilty of substituting. 
Would like to have some shopping done in state to de- 
termine the extent of the problem. 


Board will take vigorous action against substitutors. 
Is one of five states with specific authority in 

the law covering brand name substitution (Section 
453.020 (4).). Doubtful whether any great problem ex- 
ists in this state. 


Law amended late in 1955 to cover brand name substi- 
tution. The board, however, is not very active and 
there is some question as to how it will handle com- 
plaints involving brand substitutors. 


No specific authority in law. Board has little power 
as it is a unit of the Department of Health. Although 
the board has taken action in the past to cite pharma- 
cists to appear before it for censure on the basis 

of evidence submitted by a manufacturer, there is 
some doubt it will at this time. Believe there is 
some practice of substitution existing. 


Early in 1955 the board passed a specific regulation 
(No. 19) covering brand name substitution and will cite 
an offending pharmacist to appear and may suspend his 
license under the procedure covered in Regulation 20. 
Late in 1955 the board suspended and then held in 
abeyance the suspensions of certificates of six phar- 
macists upon the basis of evidence of substitution 
supplied by a manufacturer. 


The board in 1956 passed a specific regulation cover- 
ing brand name substitution (Section I of Regulations) 
providing for revocation of the certificate of a guilty 
pharmacist. Board will cooperate fully with o manu- 
facturer. 


35621 O-—60—pt. 21 21 
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There is in the pharmacy law a section requiring all 
prescriptions to be filled in strict conformity with 
directions of prescriber as well as sections in the 
general laws prohibiting drug substitution. Board has 
cited pharmacists to appear before it and has taken 
action on basis of evidence supplied by a manufacturer, 
It is very cooperative 


Board is not certain it has specific authority although 
Section 12 of the law grants the board power to cancel, 
revoke or suspend a certificate if the pharmacist is 
guilty of any fraud, deceit, or misrepresentation in 
the practice of pharmacy, which certainly should apply, 
The board has cited pharmacists to appear before it 
and has taken action on the basis of evidence supplied 
by a manufacturer. 


The board has little real enforcement authority as 

it is a unit in the Department of Business Regulation. 
It doubts that any problem of substitution exists in 
the state. The board would, however, request an of- 
fending pharmacist to appear before it and might have 
some basis for action‘under Section 58-17-14, which 
holds a person guilty of a misdemeanor who substitutes 
one material for another with intent to defraud or 
deceive the purchaser. 


The board has no specific authority on substitution 
but does have broad powers to promulgate regulations 
and "regulate the practice of pharmacy." It does not 
know just what action it might take against a substi- 
tuting pharmacist but believe they would at least 
require him to appear for censure. 


This board has taken a definite position and early in 
1955 promulgated a specific regulation (12-A) provid- 
ing for revocation of both a pharmacist's license and 
& pharmacy permit in brand name substitution offenses. 
The board has been periodically making shoppings and 
taking action against offenders. It will cooperate 
fully with manufacturers. 


Has little authority with exception of "gross immor- 
ality" clause. However, the board does not condone 
substitution and probably would request a substituting 
pharmacist to appear before it. 


Although there is little specific authority under the 
lav this board will take action against a substituting 
pharmacist. It is the philosophy of the secretary 
that such a pharmacist must be violating other laws 
over which the board has jurisdiction. Combined ac- 
tion can then be taken upon the evidence of substitu- 
tion and of the other offenses which might be detected. 
Would prefer to obtain and act upon its own evidence 
of substitution. Has "gross immorality" clause in 
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law and Section 12 prohibits "the substitution or the 
dispensing of a different drug in lieu of any drug 
prescribed in a prescription without the approval of 
the practitioner authorizing the original prescrip- 
tion." 


Late in 1954 this board suspended the licenses of 
eight pharmacists for two years and then placed them 
on probation, the actions being based upon evidence 
of substitution supplied by a manufacturer. The 
board took action under Section 151.02 which gives it 
power to suspend or revoke a certificate of a pharma- 
cist who has been guilty of acts of unprofessional 
conduct as defined, and compounding and dispensing a 
prescription by using substances not prescribed or 
called for is one basis for such action. A formal 
presentation of evidence of substitution must be made 
to the board which will cooperate fully. 


Board does little enforcement work and doubts whether 
there is a problem of substitution. The board has 

no specific authority but probably would cite an 
offender to appear before it and take whatever action 
might be indicated at the time. Has both section on 
substitution in general and "gross immorality" clause 
in the law. 


Board has authority under Section 14(f) to take action 
to revoke a license for conduct or habits inconsistent 
with professional standards. Does not believe a prob- 
lem exists and will cooperate fully with manufacturers. 


Board has authority to suspend or revoke a pharmacist's 
license for professional misconduct. The board is not 
very active but would take cognizance of any complaints 
involving substitution. Secretary doubts any real 
problem exists in the relatively few pharmacies on the 
Islands. 


# # # 
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ExHIBIT 406 


NATIONAL PHARMACEUTICAL COUNCIL, INC. 


Budget -- 1960 
Account: Budget: 
Legal $ 5,750 
Rent & Electricity 8,260 
Salaries : 710,575 
Supplies 2,150 
Payroll Taxes 74 
Furniture & Fixtures 600 
Office Expense $59 
fravel 22,590 
Insurancy 2,680 
Printing & Publicity 2,500 
Subscriptions & Memberships 950 
Tel. Tel. & Postage 2,800 
Retirement Fund 4,759 
Pharmacy & Medical Rels. 5,000 
Committee Expenses 1,500 
Board Meeting Expense 2,750 
Audit Pees 1,100 
Professional Service 1,000 
Miscellaneous 4,000 


aed 


TOTAL $140,496 
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NATIONAL PHARMACEUTICAL COUNCIL, INC. 
BUDGET --<-- 1960 


A meeting of the Audit & Budget Committee was held at the NPC 
offices on November 18, 1959. Present were Chairman L. J. Sichel, 
and Thomas Brown together with President Raiser and Executive Vice 
President Stewart. ; 


A summary of actual and estimated expenses for 1959 and the 
Proposed Budget for 1960 appear below. Appropriate explanation for 
each item follows in NOTES. 


Actuel & 

See 1959 Estimated Proposed 
Expense Account Note Budget Expense-1959 1960 Budget 
Legal A $ 5,750 5,154.94 5,750 
Rent & Electricity B 8,077 8,055.27 8,260 
Salaries ¢C 69,842 68,241.00 70,575 
Supplies D 2,150 1,877.59 2,150 
Payroll Taxes E 650 607.03 77h 
Furniture & Fixtures PF 400 411.66 600 
Office Expenses G 850 560.15 850 
Travel H 22,500 18,500.00 22,500 
Insurance I 1,850 1,923.91 2,680 
Printing & Publicity J 2,250 2,250 00 2,500 
Subscriptions & Mbrshps. K 950 250.00 950 
Tel. Tel. & Postage L 2,800 2,800.00 2,800 
Retirement Fund M 3,455 3,460.92 4,759 
Pharmacy & Med. Rels. N 4,500 4,100.00 5,000 
Committee Expenses 0 1,000 988.68 1,500 
Board Meeting Expense . 2,750 2,750.00 2,750 
Audit Fees Q 1,100 1,100.00 1,100 
Professional Services R 1,000 1,000.00 1,900 
Miscellaneous 8 4,000 4,000.00 4,000 

$235,874 $126,731.17 $140,408 

NOTES: 


A - Legal -- General Counsel informs us that the $5,000.00 retainer 
will continue in 1960. #xpenses are based on 1958 and 1959. 


B - Rent & Electricity -- Our lease expires on April 30, 1960 with 
a 3E% increase on signing new lease. Total 1960 rent will be 
$7,799.64. Electricity 1s estimated at $30.00 per month. 


C - Salaries -- Sélaries for secretaries will te raised $25.00 per 
month ©6 in the past. $1,800.00 is estimated for part-time help. 


D - Supplies -- The same amount has been budgeted to allow for 
ecceitte increases in costs. 


E - Payroll) Taxes -- FICA taxes increase to 3% of first $4,800.00 of 
annuel salary. Allowance hes been made for part-time help. 
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F - Furniture & Fixtures -- Most of our equipment is now almost 
six years old and replacement of some office machinery will be 
necessary in 1960. 


G - Office Expenses -- Upon renewal of our lease, office will be 
painted and it will be necessary to clean rug and draperies at that 
time. This item also includes towel service, water cooler rental, 
floor waxing, machine maintenance contracts, messenger service, etc. 
H - Travel -- During the first six months of 1959 Mr. Woods was 
working mainly in the office and around the New York area. It is 
anticipated that he will be on the road quite a bit more in 1960. 

I - Insurance -- Three policies amounting to $751.76 come up for 


three-year renewals in 1960. The balance is for renewals on annual 


policies. We have allowed an additional 5% to cover possible 
premium rate increases. 


J_- Printing & Publicity -- This account covers any out-of-office } 
duplication, bank checks, Annual Luncheon photos and invitations, 
reprints and other miscellaneous printing and publicity expenses. 


K - Subscriptions & Memberships -- We anticipate the same expendi- 
ture in 1960 as in 1959. 

L - Telephone, Telegraph & Postage -- We anticipate the same 
expenditure in 1960 as in 1959. 


M - Retirement Fund -- Mr. Woods is eligible on January 1, 1960 
after one year’s employment. Mrs. Schultz became eligible on July 1, 
1959 and in 1960 NPC will contribute on her salary for the full 
twelve months. 


N - Pharmacy & Medical Relations -- This item includes unscheduled 
meetings with retail, college and hospital groups and other pro- 
fessional relations activities. 


O = Committee Expenses -- Increase allows for anticipated addi- 
tional activities of Law and Hospital Committees. 

P - Board Meeting Expense -- This item covers Annual Luncheon in 
addition to boaee meeting expenses. 


Q - Audit Fees -- Auditors have indicated their fee for 1960 will 
be the same as for 195°. 


R - Professional Services -- We are recommending the same amount 
as in ° 


8 - Miscellaneous -- This category includes bank custodian fees, 
medical and Leb exams, florist and gift accounts, advertisements, 
dinner money, freight charges, Christmas gifts to Rockefeller Center 
personnel and mailmen, etc. 





r 
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General Remarks: 


It is estimated that we will end the year with a balance of approxi- 
mately $164.49. In addition, we have a total of $100,000.00 in 
long-term government securities at a current market value of 
$93,850.00 and a T.W.A. deposit of $425.00, comprising assets. 


In order to keep our dues for 1960 at the same rate as in the past 
year the Audit and Budget Committee is recommending a deficit budget 


for 1960 with the approximate $13,000.00 deficit to be taken from 
our long-term investments. 


RECOMMENDATIONS: 


l. Approval of the foregoing budget. 
2. Continuance of dues for 1960 at the same rate as 1959. 


3. Authorization for 1960 Budget deficit to be taken from long- 
term investments with authorization for Treasurer to sell 
securities to the best advantage. 


L. J. Sichel, Chairman 
Audit & Budget Committee 


12/10/59 
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1959 actual and estimated expenses and recommendations for 1960 budget 


January- 
Expense account October 














A. Legal: 
1959: Retainer and expenses. _______-_- $3, 804. 94 
1960: Goaeee counsel informs us that 

the $5,000 retainer will continue in 
1960. ‘Expenses are estimated, based 
DOT OE, oth not en vcaneresoes 
B. Rent and electricity: 
1959: Rent is fixed. Electricity aver- 
aged approximately $27.50 per month.| 6, 679. 01 
1960: Our lease expires Apr. 30, 1960, 
with a 3%-percent increase on sign- 
ing a new lease. January-April rent 
at $7.50 per square foot per month 
will be $2,572.56; May-December 
rent at $7.76 per square foot will be 
$5,327.13 ($7,990.50 per vear). Total 
1960 rent will be $7,899.64. Elec- 
tricity estimated at $30 per month 
C, — 


















1, 376. 26 Lavi. C7 }.......- iam 



















1900; Salaries for secretaries will be 
raised $25 per month as in the past. 
$1,800 is estimated for part-time help. 

POE, cas chsh Pen tenduadtadts $17, 500 

IR cin innit « ate Ges aipacks ; 

Eee 

it alana ies hulieunlgine 

Woods. -. 

Bonuses... . 

Part-time. ___.__- 





bees Suk es Me emis $8 ai te** , 70, 575 









































: November-December estimate 
ge cost of replenishing inven- 
tory in December 


ayroll taxes: 
959: 2% percent on first $4,800 for 5 
employees, plus charges on part- 
time help salaries .__.........-....-- 
1960: 3 percent of first $4,800 for 5 em- 
ployees ($720) plus charges on part- 
time help allocation ($54) _.........-- 

F. Tosatare and fixtures: 






1960: Most of our equipment is now al- 
most 6 years old and replacement of 
some Office machinery will be neces- 
nee ec teademunenee Esa Me a 2 

G. Office expenses: 

1959: This item includes towel service, 
water cooler rental, floor waxing, ma- 
chine maintenance contracts, mes- 
senger service, repairs, cleaning, mis- 
cellaneous services..........---....-- 

1960: Upon renewal of our lease office 
will be painted and it will be neces- 
sary to clean rug and draperies at 
MIR Se aes SE OR ee ke eee: eee | eae 

H. Travel: 
a a a a a 
= During the first 6 months of 1959 
Mr. Woods was working mainly in 
the office and around New York 
area. It is anticipated that he will 
190. the road quite a bit more in 


1960: 3 policies come up ‘for 3 year re- 
newals in 1960. We have allowed an 
additional 5 percent to cover possible 
premium rate increases. 

one i ae 






on 
Fire and a Geen ‘ 
Burglary. _- a 32. 81 





: 1 $751. 76 
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1959 actual and estimated expenses and recommendations for 1960 budget—Con. 


November- 
Expense account December | Total, 1959 
1959 


I. Insurance—Continued 
3-year policies—Continued 
Hospitalization. 
New York disability - _ - 
New York unemploy- 


Com 
Accide’ ; 
Pornsaal effects (3) _- 


Total_____. 
J. Printing and publicity: 

1959: November-December figure in- 
cludes cost of composition of “‘Sub- 
stitution Facts’’ pamphlet, annual 
luncheon photos and invitations, 
A.Ph.A. reprints 

1960: In addition to above this account 
covers any out-of-office duplication, 
bank checks, other miscellaneous 
one and ae. 

tions and memberships: 

Gose. ovember-December estimate 
includes $150 for Rockefeller Center 
Luncheon Club membership dues, 
$150 for Hospital Law Manual serv- 
ice, plus current renewals 

1960: Estimate allows for increases in 
rates and additional subscriptions 

L. Telephone, — and postage: 

1959: November- ember estimate 
includes cost of mailing forum book- 
let in — to regular phone and 2017.31 


M. Rebienans fund: 

1959: NPC contributes 5 percent on 
ist $3,600 of salary and 74% percent 
TCE. casascsegns 

1960: Mr. Woods is eligible on Jan. 1, 
1960, after 1 year’s employment. 
Mrs. Schultz became eligible on July 
1, 1959, and in 1960 NPC will contrib- 
ute on her salary for a full 12 months. 

. Pharmacy and medical relations: 

1959: November-December estimate 
includes Gosselin review of hospital 
survey and any additional — 5, 200. 0 

3 ) 


Com i 
; a ittee expenses: 
988. 68 
1900: Increase allows for anticipated 
additional activities of law and hos- 
pital committees _ - 
. Board meeting expense: 
1959: Annual luncheon expenses fall 
— this category ; 2, 395. 2, 750. 00 


1, 100. 00 
1960: Auditors have indicated their fee 


for 1960 will be the same as for 1959. 
. Professional services: 

1959: This amount was used for part of 
the Gosselin survey fee 

1960: We are recommending the same 
amount, as this item usually covers 
speech writing, etc . 

. Miscellaneous: 

1959: November-December estimate 
includes Christmas gifts to Rocke- 
feller Center ee mailmen, 
etc., cost of mail forum booklet 
not covered by account L tnd Eco . 2, 931. 12 

1960: In addition to above, category 
includes florist and gift accounts, 
bank fees, freight, medical and lab 
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Miscellaneous notes for NPC Audit and Budget Committee, November 18, 1959 


Estimated cash balance, December 31, 1959__..._.__.__--__-__-_---- $164. 49 
Anticipated income, 1960: 
Membership dues: 
satiate eehselam ene eedlamn Diseceeae $ 
anes: SE IG daciéemmiaibeminenis 
dict DETR industscuctdiotcnaes ‘asonence sealtnnioa 
SOON i accel a clncl t sc ake Sine tes stn ale wi neonate aaa 
Interest income: 
a ne ea ee $756. 25 
SONG TOT: GOON cin 6 onde ccd dbdducsn 3, 243, 75 
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EE EI ee nl and mepbacwweaiaaiine, tema 
Long-term securities and TWA deposit_._._..---_------------_--- 100, 425. 00 
Estimated operating funds, 1960 
Proposed budget, 1960 


National Pharmaceutical Council, Inc., membership dues, 1959 





1957 annual pharmaceutical sales 





Over $10 $5 to $10 Under $5 


























million million million 
Abbott Laboratories -............ eRe one a bonnie aie SGOR bt cers aca ‘ 
SEN cu baineensihsdeicican cianaddmimobonseccane poenaccacues tna si neeetins: uamee sees $2, 000 
do dois ce abebanebeecnele kets ibiece Ga $3, 500 |.._...- ed 
Burroughs Welcome & Co-. cmmmseneceenebbonnacas soi eg eee a eee 
CIBA Pharmaceutical Products. -............-.-.-.------- Z GRBs hicsdtidsce bs canthecdccians 
SE aE ee eee os Ib doce acted S000 bic 52-20 
NE Ee ho eee ee ee © oun cnn sages 
Lederle Laboratories... --- sate a aie a Sh cea od ea amenities 6, 500 |... aS 
dc ncwccceorcsdesvesebescvepasvacancte G0ee ikes~4-- dae bate i. 
Cis ctu Miaetiuwnbas cabschencocu ous theses dune OO 2k. 58 -- 
I din pe nih i unre dnmetwcsawccapesssedes . O90 [xce- escas-te 
a ee EO eae ee ee ee OED, vneecencce~< khakis cus 
Ortho Pharamaceutical Corp.......-.........-..------------ RM isda 6. 56 bcc oh. .605.ca0eb 
sik nr eekae cid hekthe ce on caihesswade see GOO cues. 
Ss od cwelpensantacseseuessuehéscesucs z 6, 500 
Rei lawn caceagacsasdnosescbeccssansete 6, 500 
Smith Kline & French Laboratories__-...............-.-.--- 6, 500 
i Ee ivnecnibcpumtabeinnmsneseteses At See 6, 500 
1s “Bee IR) Sg Rt pil 6, 500 
Warner-Chilcott Laboratories.....................-------.---- 6, 500 |. 
Winthrop Laboratories. .-....-....--- ~eaes 6, 500 |. 
ines dtadihicbucneb nk tbader sy -tacabansroaenecm 110, 500 
Es iin c ciate Mae Desiecndenndide scsceh Meet 
Investments and income, 1959 
Date of Amount Maturity 1959 Total 
purchase income 
SHORT-TERM 
Dec. 12,1958 | $40,000, U.S, Treasury bills... Soghaawesaeeen Mar. 12, 1959 $283. 60 
Feb. 22,1959 | $75,000, U.S. Treasury bills...._._.._- iveasnde ..--| June 22, 1950 882. 62 
Mar. 6,1959 | $25,000, U.S. Treasury bills.....................-.]_-..-. 0s cocuth. 211. 50 
June 24, 1959 | $35,000, U.S. Treasury bills............._.-- ..-.-.-| Sept. 24, 1959 290. 15 
— $1, 667. 87 
LONG-TERM 
Aug. 1,1957 | $25,000, U.S. Treasury 4-percent notes... ...__. ..| Aug. 1, 1961 1, 000. 00 
Oct. 1, 1957 | $20,000, U.S. Treasury 4-percent bonds. _..____. ..| Oct. 1, 1060 800. 00 
June 16,1958 | $55,000, U.S. Treasury 254-percent bonds... _____. Feb. 15, 1965 | |! 1,687.02 —_ 
WOES Go wscecncchebeivesscnndiwnnandnsscsg i scy meted. eile 5, 154. 89 


! First interest payment received Feb. 15, 1959, covering 8 months holding causing receipt from this par- 
a ane - amount to total of $1,687.02 for 1959. Hereafter interest on these bonds will be at annual 
rate of $1,443.75. 
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Exuisit 407 


NATIONAL PHARMACEUTICAL COUNCIL, INC., 
New York N.Y., June 27, 1955. 


MEMORANDUM No. 33 
To: Board of Directors. 
From: Newell Stewart. 


During our interview with the South Dakota Board of Pharmacy in March 
they expressed a desire for us to furnish them with a recommended regulation 
for their consideration on the subject of “substitution.” The following sug- 
gested regulation for use under section 27.1011 of the South Dakota Pharmacy 
Act was given them: 

“The furnishing or dispensing of a different drug, or a different drug product, 
or a drug product of a different manufacturer or distributor, in place of the 
specific drug, brand of drug or drug product ordered or prescribed, by any 
person holding a certificate of registration shall be evidence that such per- 
son is incompetent or otherwise lacking in the necessary qualifications to per- 
form the duties of a registered pharmacist and shall constitute grounds for the 
revocation of such person’s certificate of registration.” 

This regulation was passed at the last meeting of the South Dakota board 
and I am enclosing an article relative to it which appeared in the June 6, 
1955, issue of American Druggist magazine. 

Mr. Powers is presently on his way to South Dakota and will appear on 
their association program. He will express our thanks to them for the pas- 
sage of this regulation but I think it would be a mighty nice thing to have 
each one of you send a letter to the South Dakota board secretary and to the 
other members of the board expressing your appreciation for their action. The 
members of the South Dakota Board of Pharmacy are: 


Secretary: Mr. Bliss C. Wilson, Box 38, Pierre, 8. Dak. 

Members: 
Mr. Harold W. Mills., 805 Franklin Street, Rapid City, S. Dak. 
Mr. M. L. Schwartz, Schwartz Pharmacy, Huron, 8S. Dak. 
Mr. Harold Tisher, Yankton, S. Dak. 


{From American Druggist, June 6, 1955] 
BANS SUBSTITUTION ON Rx, Non-Rx Drvucs 


SOUTH DAKOTA BOARD IS FIRST TO ISSUE RULING ON BASIS OF MATERIAL SUPPLIED 
BY NPC GROUP 


A stiff antisubstitution regulation, covering non-Rx legend as well as Rx 
legend drugs, has just been promulgated by the South Dakota Board of Phar- 
macy, to become effective August 1, this year. 

Adapted from the definition of “substitution” furnished by the Antisubstitu- 
tion Committee of the National Pharmaceutical Council, the regulation prohibits 
“the compounding or dispensing” of a substitute drug product “without the per- 
mission of the prescriber or purchaser.” 

The penalty provided for violation of the new regulation is suspension or revo- 
cation of the pharmacist’s registration certificate, Bliss Wilson, secretary of the 
board, advised American Druggist. 

NPC unit: This move by the South Dakota board to curb the practice of sub- 
stitution represents the first official action at the State level to grow out of 
NPC's Antisubstitution Committee. 

Headed by Paul Gerden, counsel for Abbott Labs, the committee recently has 
implemented a recommendation made to NPC’s advisory committee that a defi- 
nition of “substitution” be developed to serve as a yardstick to State pharmacy 
boards and pharmaceutical associations in dealing with the substitution problem. 

The recommendation was advanced by Curt Nottingham, secretary of the Vir- 
ginia Pharmaceutical Association, at a meeting of the advisory council in Chi- 
cago late last year. 
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Definitions: By way of implementing the program, the committee is furnishing 
to State boards and associations which request its assistance suggested defini- 
tions for incorporation in regulations or legislation on substitution. 

To date, at least 10 such requests have been processed by the committee. In 
most cases, the definition is revamped to fit the particular needs of the State 
pharmacy law involved. 

Responsibility for securing legislation or promulgating regulations is left en- 
tirely to the State boards or associations. 

To the recent annual convention of the American Pharmaceutical Association, 
Walter W. Beachboard, attorney for Smith Kline & French Laboratories, and 
a member of NPC’s antisubstitution committee, suggested that one approach to 
the problem of substitution lies in amending State laws to prohibit “fraud and 
deception” in the practice of pharmacy (May 23 A.D.). 


OXHIBIT 408 





NATIONAL PHARMACEUTICAL COUNCIL, INC., 
New York, N.Y., December 19, 1955. 


MEMORANDUM No, 77 
To: Board of Directors. 
From: Newell Stewart. 


We have been asked by one of our member companies to prepare a brief out- 
line of the reactions of the 50 boards of pharmacy we have contacted this past 
year, together with a short statement of the specific sections of the respective 
State laws and our recommendation relative to company procedure in each 
State. 

We have prepared this list and are enclosing a copy of it for your use. It 
furnishes you with a quick but necessarily condensed guide which can be sup- 
plemented by reference to the more detailed finds in your Procedure Shopping 
Manual and also from the actual State laws we have included in your file. The 
company requesting this condensed version has asked for 75 copies. Should 
others of you find it to be useful and require additional copies, will you contact 
us at your earliest convenience? 


ANTISUBSTITUTION ACTIVITY BY STATES 



























Following is a table stating the legal authority under which each board might 
act in a substitution offense and indicatfng any pending negotiations between 
the board and representatives of our council. In many States the board does 
not feel there is cause for action, such as promulgating a regulation, because 
there has been no evidence presented that a problem exists. In these States, no 
further negotiations can be undertaken by the council until such time as a 
shopping survey is made by a member and substitution uncovered. 

In Alabama, Arizona, Illinois, Maine, Michigan, Minnesota, Montana, North 
Carolina, North Dakota, West Virginia, and Wisconsin there is a section in 
each pharmacy act concerning substitution in general. While there may be 
doubt that such a section was originally intended to cover brand substitution, 
most of these boards are of the opinion it could be applied. 

In three States—New Jersey, Oregon, and Pennsylvania—there is a specific 
law on brand substitution and specific regulations have been promulgated in 
California, Florida, New York, South Carolina, South Dakota, and Virginia. 

In another nine States—Colorado, Connecticut, Indiana, Maryland, Massa- 
chusetts, Rhode Island, Tennessee, Texas, and West Virginia—action has been 
taken during the past several years against substitutors under sections of the 
law granting general authority to the board. 

These total 29 States and include all of the States in which we know a 
problem exists, with the exception of Missouri and Ohio. In Illinois and Michi- 
gan, mentioned above, the boards have not to date taken action. In New York, 
also mentioned above, the board is now initiating a program. It is assumed 
that the incidence of substitution in the remaining States and the District of 
Columbia is not significant. 
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The following table covers the situation in all States and the District of 


Columbia : 


State Legal authority 


Alabama Section on substitution. 


Doubtful 
whether problem exists. 


Arizona Section on substitution, but doubtful 


if A.G. would interpret to cover 
brands. 

Only has general authority. No 
evidence a problem exists. 

Specific regulation on brand substitu- 
tion, passed a few years ago. 

Board is of opinion it has power to 
promulgate ific regulation, but 
must hold public hearing. 

Law ts board very broad general 
authority. Board has taken action 
in past against substitutors and is of 
the opinion a specific regulation is 
not necessary. 

Board may have some general author- 
ity, but will not move unless evi- 
dence of problem is presented. 

No authority under present law. 
New act being framed. 


California 


Colorado 


Connecticut 


Delaware 
District of Columbia_. -- 


Florida i bpenaral authority on substitution. 


opted specific rule on brand sub- 
stitution, effective May 15, 1956. 

No authority except possibly under 
“gross immorality’ clause. Doubt- 
ful problem exists. 

Board may have power to take action 
under general authority delegated in 
law. oubtful whether any prob- 
lem exists. 

Has general authority on substitution 
but questionable whether it applies 
to brands. 


Board early in year took action against 
substitutors urider ‘gross immoral- 
ity”’ section of law. 

No specific authority in law but no 
evidence problem exists. 

Has general authority including ‘‘gross 
immorality’ section which should 
apply. Noevidence of substitution. 

No specific authority but no evidence 
any problem exists. 

Apparently has general authority 
which would apply. Amendment 
passed July 11, 1956, directs board to 
promulgate a code of ethics that the 
profession shall abide by. 

Has general authority. Section on 
substitution under law enforced by 
State department of health. This 
board has taken action against sub- 
stitutors. 

Has general section on substitution 
which board believes is adequate. 
No evidence problem exists. 

Board has very broad general author- 
ity. One of first boards to proceed 
against substituting pharmacists. 

Has general section on substitution 
previously eee by A. G. as 
not applying to ds. 


Maryland.._-__..-. seit ici 


Michigan. _. 


Minnesota__..- Has general action on substitution. 
Board has previously taken action 
against substitutors. 

No specific authority but doubtful any 
problem exists. 


Mississippi 


Pending negotiations 


Have suggested board promulgate 
regulation covering brand substi- 
tion. 
If necessary, board would promulgate 
regulation although legality might 
be questioned. 


Regulation being considered. 


Haev suggested specific section be incor- 
porated in new act covering brand 
substitution. 


Board apparently has little autonomy 
and does practically no enforcement. 
A real problem is posed in this State 
as to sepnenase to be followed by 
council. 


Have suggested section prohibiting 
substitution be incorporated in code 
of ethics which must be issued 
oe 6 months dating from July 
- 11, 1956. 


A new opinion will be issued by A. G. 
indicating law encompasses brand 
substitution, which will permit 
board to take action. 
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State 


Legal authority 





Missouri - ___ 


Montana 


Nebraska 


Nevada 


New Hampshire... 


New Jersey 


Mew Mexico__. 


New York. 


North Carolina... 


North Dakota... . 


Ohio 


Oklahoma. 


Oregon _. 


Pennsylvania... 


Rhode Island__-_..-..----. 


South Carolina. -- 


South Dakota- -- 


Tennessee 


Has usual “gross immorality” section 
in law. Problem may exist. 

Has general section on substitution 
and board has notified pharmacists 
that brand substitution is illegal. 

Has no specific authority. Board is 
a unit in department of health and 
has little autonomy, its activities 
being directed preeiaeie. to ex- 
aminations for licensure. oubtful 
if problems exists. 

Has general authority, which should 
encompass brand substitution 
Board not very active and doubtful 
any problem exists. 

Has “gross immorality” clause but 
board is not autonomous and con- 
cerns itself paneer with ex- 
aminations. oubtful if problem 
exists. 

Has specific section in law on brand 
substitution. Board has been active 
in combating substitution. 

No specific authority but doubtful 
if problem exists. , 

Probably has sufficient power but it 
is clouded somewhat by legal in- 
terpretations of law. Board of re- 
gents poeees a rule early in 1956 

rohibiting substitution which is 
ntended to cover brands. 

Has general section on substitution, 
which board interprets as encom- 
passing brands. Board has previ- 
ously taken action against substi- 
tutors. 

Has general section on substitution. 
Small problem may exist. 

Has no specific authority and legisla- 
tion will be required. Secretary of 
board not inclined to take on new 
work but should retire shortly. 

Has little specific authority but board 
will take action if there is any evi- 
dence presented that a problem 
exists. 

Ist State to amend law giving board 
specific authority over brand sub- 
stitution. 

Has specific authority in taw but 
board has not been operative. Does 
not have inspection staff of its own. 

Board has little autonomy and con- 
fines its activity principally to exam- 
inations. However, has taken ac- 
tion against substitutors and will 
cooperate. 

Has specific regulation and will take 
action against substitutors. 

Doubtful a problem exists although 
board has —_ specific regulation. 

Early in 1956 the board took action 
under general authority granted by 
law against substitutors on basis of 
evidence submitted by a manufac- 
turer. Is of opinion a regulation is 
not necessary. 

Early in 1956 the board took action 
against substitutors on basis of evi- 
dence submitted by a manufac- 
turer. Has general authority and is 


of opinion a regulation is not re- 
quired. 

Board has little authority or auton- 
omy but there is a general section 
prohibiting substitution with intent 
to defraud or deceive. 
a problem exists. 


Doubtful if 


Pending negotiations 





Working with board to promulgate 
brand substitution regulation. 

Working with board to promulgate 
specific regulation prohibiting brand 
substitution. 


Actively working with board, which is 
preparing to consider for Ist time 
evidence of substitution presented by 
a manufacturer. 


Working with board on promulgation 
of regulation on brand substitution. 

Working with secretary of State asso- 
ciation to obtain necessary legisla- 
tion. 


Working with board to evolve some 
plan of action. 





> 
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State Legal authority Pending negotiations 





VOR cc crcctversdsan Board not very active and has nos 
cific authority. Doubtful whether 
problem exists. 

Vesa cepnsousionsed Has promulgated a specific regulation 
and has taken action against substi- 

tutors. 

wri tities codec Has “‘gross immcrality”’ action in law 

but no specific authority. Board 
waiting for evidence that any prob- 
lem exists. 

West Virginia. ____...__- Has general section on substitution 
and board has taken action against 

substitutors. Doubtful a problem 
exists. 

pacdaneanen uke Has section covering substitution un- 

der definition for ‘unprofessional 
conduct.” Has taken action against 
substitutors. 

WOES oc acuncseeeeek Board not very active. Has “gross 
immorality” section. Doubtful 
whether a problem exists. 


Washington 


Wisconsin 
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NATIONAL PHARMACEUTICAL COUNCIL, INC., 
New York, N.Y., March 7, 1956. 


MEMORANDUM No. 14 
To: Board of Directors. 


From : Newell Stewart. 


It is most gratifying to be able to report to you the accomplishment of one of 
the major objectives we have been striving to achieve. Mr. Austin Johnston, 
Secretary of the New York State Board of Pharmacy, has just informed us that 
the Board of Regents of the State of New York at their last meeting in Albany, 
February 24, 1956, approved a new paragraph, number 6, to be added to Section 
No. 57 of the Regulations of the Commissioner of Education. This new para- 
graph specifies acts which constitute unprofessional conduct, as outlined in 
Section 6804(h) of the statutory provisions, which in turn provides grounds to 
which procedure may be instituted by the Board of Pharmacy for the revocation 
of personal registration of a pharmacist or of a certificate of registration of a 
pharmacy. 

The following is a complete reprint of Section 57 with the new paragraph 6 
in capital letters: 


“NO. 57—UNPROFESSIONAL CONDUCT 


“Unprofessional conduct in the practice of pharmacy within the meaning of 
section 6804 of the Education Law shall include but shall not be limited to the 
following: 

“1, Advertising and/or displaying signs which in any manner tend to de- 
ceive or mislead the public. 

“2. Permitting the maintenance of gambling devices in pharmacies. 

“3. Advertising definite fixed prices for the compounding and/or dis- 
pensing of prescriptions. 

“4, Entering into an agreement with a physician, dentist, podiatrist or 
veterinarian for the compounding and/or dispensing of secret formula 
(coded) prescriptions. 

“5, Splitting fees for professional services through agreement with a 
physician, dentist, podiatrist or veterinarian. 

“6, THE UNAUTHORIZED USE OR SUBSTITUTION OF ONE OR MORE DRUGS IN THE 
PLACE OF THE DRUG OR DRUG SPECIFIED IN A PRESCRIPTION. IN THE APPLICATION 
OF THIS REGULATION, A SUBSTITUTION SHALL BE PRESUMED TO BE UNAUTHORIZED 
UNLESS THE PHARMACIST COMPOUNDING THE SAME SHALL ENTER UPON THE 
ORIGINAL PRESCRIPTION INFORMATION SETTING FORTH THE FACTS OF THE SUBSTI- 
TUTION AND THE DATE, TIME AND MANNER IN WHICH THE AUTHORIZATION FOR 
THE SUBSTITUTION WAS GIVEN BY THE PRESCRIBER.” 

The procedure for the approval of the new paragraph originated in dis- 
cussions we held with Mr. Leslie Jayne, the former Secretary of the Board of 
Pharmacy. He, together with Mr. Nicholas Gesoalde, Secretary of the New York 
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Pharmaceutical Association, presented the idea to the Association’s Executive 
Committee, which in turn referred it with their recommendation to the Contact 
Committee of the Association, and through them ‘to the Board of Regents. 

Mr. Johnston, Secretary of the Board, has indicated that he would like to get 
together with Mr. Powers and me, possibly following the meeting of the A.Ph.A. 


in April, in order to discuss the possible procedure for the implementation of 
the new paragraph. 


We shall keep you advised of developments. 
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NATIONAL PHARMACEUTICAL CoUNCIL, INC., 
New York, N.Y., October 25, 1956. 


MEMORANDUM No. 51 


To: Board of Directors and Anti-Substitution Committee. 
From : Newell Stewart. 


At the recent meeting of District No. 8 (Arizona, California, Colorado, Nevada, 
New Mexico, Utah) of the Boards and Colleges of Pharmacy a paper was pre- 
sented by Mr. Fred Kohler, Vice President of the Colorado Board of Pharmacy, 
outlining that board’s recent procedure on substitution. I am enclosing a copy 
of this paper as I believe it will be of definite interest to you. 

This District also passed a resolution commending the activities of our Council 
which should be of definite value to us in our work on substitution. 
tion reads as follows: 

“Whereas the relationships between practicing pharmacists and certain phar- 
maceutical manufacturers have mutually improved since the inception of the 
National Pharmaceutical Council, be it 

“Resolved, That District No. 8 commend the N.P.C. for its work in intra- 
professional relations and encourage pharmacists of the District to recommend 
to all manufacturers the adoption of the principles upheld by the N.P.C.” 

Another resolution included the N.P.C., together with the other associations 
listed, asking for a factfinding study for information to be used by pharmacists. 
This resolution reads : 

“Whereas Pharmacy and all of its component subdivisions lack information 
badly needed to execute properly their administrative and enforcement responsi- 
bilities to the people of this nation, be it 

“Resolved, That District 8 recommend *to the national leaders of pharmacy 
that the joint efforts of the A.Ph.A., NARD, NABP, AACP, ASHP, AFPE, NPC 
and all other affiliated organizations be exerted in a fact finding study which 
will make available to all pharmacy organizations such information as can be 
used effectively to defend pharmacy from pressure groups which threaten to 
cripple its services to the public.” 

I am also enclosing a photostat of an editorial by Dr. John W. Dargavel, 
Executive Secretary of the N.A.R.D., which appeared in the October 15, 1956, 
issue of the NARD Journal. This editorial comments on the resolution passed 


at the September meeting of the NARD which was sent to you with Memo 
No. 40, September 25, 1956. 


The resolu- 


A MESSAGE FROM THE EXECUTIVE SECRETARY—ANENT RESOLUTION ON SUBSTANDARD 
Drvues 


Among the resolutions adopted by the 1956 convention of the NARD, one 
calls for action against the distribution of substandard medication. It is a 
serious matter since public health and the prestige of the drugstore as such is 
involved. The companies responsible for the low-grade medicinals must sell the 
stuff they produce to survive in business. It is logical accordingly, to conclude 
that there is a fringe of druggists devoid of the integrity required to be qualified 
to practice pharmacy : It is never justifiable to fill a prescription with substandard 
medication or to sell it over the counter. 
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The principles governing pharmacy emphasize that th - 
waidaiitte eee p the practitioner of the 


(a) Think first of the health and well-being o 
iMatedies Ech g of the persons to whom he 
(b) Never deviate from integrity in the provided service. 

To fill a prescription with substandard medication is to throw the ideals of 
puaymecy in an ash can and to be guilty of contempt for the confidence of cus- 

omers. 

The resolution referred to warns that substitution of quality for price in medi- 
cines has been found to be sufficient cause for revocation of the license to practice 
pharmacy. It must be such for the protection of the public. The druggist of the 
mind to think contrary to the governing principles of pharmacy belongs outside 
the profession. 

There is another point raised in the resolution and it is important. Publicity 
of serious harm to every drugstoré is a constant menace centered in the fringe 
of druggists associated with substandard medication. Greed is the sire of the 
deplorable situation, and to safeguard the prestige of the drugstore the jeopardy 
must be eliminated. 

The manufacturers of substandard medication are racketeers and none except 
druggists minus character will buy the stuff made by the disreputable companies. 

I join with the delegates to the 1956 convention to urge the members of the 
NARD, in the interest of public health and the profession of pharmacy to 


purchase medication only from known and reliable manufacturers. 
Cordially, 


J. W. DARGAVEL, 
Executive Secretary. 


THE SUBSTITUTION PROBLEM IN COLORADO AND Its CONTROL 


Presented at the combined meeting of District No. 8 (Arizona, California, Colo- 
rado, Nevada, New Mexico, and Utah), National Association of Boards of Phar- 
macy and American Association of Colleges of Pharmacy, Friday, October 5, 


1956, Las Vegas, Nev., by Mr. Fred Kohler, first vice president, Colorado Board 
of Pharmacy 


This discussion, as the title indicates, concerns substitution and its control in 
Colorado. Our executive secretary, Mr. Kemp, wrote the National Pharmaceu- 
tical Council, Inc., requesting their help and on January 24, 1956, the board of 
pharmacy received a letter from Wilbur E. Powers, secretary of the NPC, answer- 
ing the request and furnishing the Colorado Board of Pharmacy a definition 
submitted and approved by their advisory committee. The definition was as 
follows: 

“Substitution is the dispensing of a different drug or brand of drug ordered or 
prescribed without the express permission of the prescribing practitioner.” 

This definition was adopted by the board of pharmacy and we were most 
grateful for the help given us by the National Pharmaceutical Council, Inc. 
Previous to this, we did not have a definition of substitution either in our laws 
or in the form of a resolution. A close examination by the other boards in this 
district might reveal the same situation that we found and be helpful in amend- 
ing their resolutions or laws to properly cope with the situation, should they 
need it. 

Substitution is not exactly a new problem but is one which might confront 
your board and you would not be able to cope with it legally. Substitution when 
a prescription specialty is prescribed is not only “unethical,” “unprofessional,” 
but “illegal.” The legality from the standpoint of the board became the issue 
as we did not have the proper law in our statutes to take care of this situation. 
We learned from an attorney that simply passing a resolution, unless done by 
the proper legal procedure was of no value in case of a lawsuit. 

In Colorado, to date, we do not have a substitution law, but we (the board) 
are determined to enact legislation to deal with this offense. 

If sales generated by the brand name advertising of the manufacturer are di- 
verted to other concerns the incentive for further research is diminished and 
through this diminished research the public health is obviously affected. 

In the State of Colorado, the Smith Kline & French Laboratories has been 
making an extensive investigation to determine the number of druggists who may 
be substituting or using imitation Dexadrine tablets when the doctor prescribed 

35621 O—60—pt. 21-22 
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Dexadrine. It has made over 100 purchases on prescriptions, and by a method 
of its own has been able to count the genuine and the imitation. This informa- 
tion and evidence has been given to the board of pharmacy which in turn has 
been holding a series of informal hearings with the ones alleged to be violating 
a trademark product. 

It is not the policy or duty of the board to take action to protect a trademark, 
as such, but if the Smith Kline & French Laboratories carries its action to 
court and the courts uphold its contention of substitution, the board will then 
be duty bound to take action with the possibility of license revocation. This 
can be done under section 3 of the Colorado pharmacy law as it now is written. 

In each case where a violation was found by Smith Kline & French Labora- 
tories during their investigation, a complaint was filed with the board of phar- 
macy. Due to the fact that these violators were not proven guilty by the court, 
probably because the company to date has not taken these cases to court, stopped 
us from taking legal action. We are now waiting to hear from Smith Kline & 
French as to exactly what they intend to do in the case of violations of their 
product in Colorado. 

The above findings did alert our inspectors to more closely check prescription 
files in the immediate vicinity of Denver with the result of finding forged pre- 
scriptions calling for the same product Dexadrine.. These prescriptions totaled 
6,000 tablets and had been forged by a doctor’s secretary. The girl was arrested, 
sent to jail, and pleaded guilty. She was released on probation and has never 
been asked to appear as the doctor, whose name she forged, will not sign a com- 
plaint as he did not wish to go to court. 

Getting back to the Smith Kline & French situation, in each instance, the 
druggists were called in the office of the board and appeared before the board 
for an informal meeting. The complaint of Smith Kline & French in each 
case was brought to their attention. The complaints stated that in each in- 
stance the tablets were imitations of and not Dexadrine. During the discussion, 
the board brought to the attention of the pharmacists that the board of phar- 
macy wouid not and could not fight the cause of the Smith Kline & French 
Laboratories in the protection of their trademark name, but that if the Smith 
Kline & French Co. took the case to court and the pharmacist was found guilty 
of substitution or imitation, by using a tablet different from the genuine Dexa- 
drine, that it would be the obligation of the board of pharmacy to file charges 
against each pharmacist under chapter 48-1-3 of the 1953 revised statutes. 

Each pharmacist interviewed by the Board admitted substitution in these 
cases and offered in some instances very weak excuses. 

The board of pharmacy feels that the method used has been most effective and 
that the reaction throughout the State has had a very definite effect. We are 
of the opinion that this problem of substitution will be less serious and we are 
very grateful to the Smith Kline & French Co. The board is also revising its 


laws and regulations in order to more effectively handle these and other viola- 
tions as they appear. 


OXHIBIT 411 


NATIONAL PHARMACEUTICAL CouNcIL, INC., 
New York, N.Y. January 4, 1957. 


MEMORANDUM 2-1957 
From: Newell Stewart. 


To: Board of directors. 


We are happy to report that the North Dakota Board of Pharmacy passed the 
following regulation on November 14, 1956: 

“The supplying of a different brand of drug in place of the brand of drug pre- 
scribed or ordered without the express permission of the person prescribing or 
ordering the same shall be deemed to be substitution of a different article for an 
article prescribed or ordered within the meaning of section 43-1543(3) of title 
43 of the North Dakota Revised Code of 1943.” 

It is interesting to note that this regulation is identical in its wording to the 
proposal we suggested last April to Secretary Doerr of the North Dakota Board 
of Pharmacy. 

Before releasing the regulation, the board submitted it to the attorney general 
for approval. He found it to be in compliance with the laws of North Dakota 
and approved and officially filed it December 18. 
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NATIONAL PHARMACEUTICAL COUNCIL, INC., 
New York, N.Y., January 11, 1957. 
To: Presidents and secretaries, boards of pharmacy ; secretaries, State pharma- 
ceutical association. 
From: Newell Stewart and Bill Powers. 


During the past few weeks we have received several inquiries concerning 
proposals for amendments to pharmacy acts covering offenses involving brand 
substitution. We have obviously been very happy to submit such information 
tailored to the need of the individual State. Since there will be 45 legislatures 
in session and many pharmaceutical groups are now preparing legislation, we 
thought it would be in order to let you know our staff is at your service. Of 
course, there are many acts adequately covering this phase of pharmacy law 
enforcement, but perhaps you are interested in other amendments on which we 
can supply general background information. 

Somewhat more than a year ago the council adopted the following definition 
which has been used as a guide in several States in preparing either an amend- 
ment or a regulation : 

“Substitution is the dispensing of a different drug or brand of drug in place 
of the drug or brand of drug ordered or prescribed without the express per- 
mission of the prescribing practitioner.” 

We wish you success in your legislative endeavors. 


oxHipit 413 


NATIONAL PHARMACEUTICAL COUNCIL, INC., 
New York, N.Y., April 15, 1958. 


_MEMORANDUM No. 33, 1958 


To: Board of directors and law committee. 
From: Wilbur E. Powers. 


We have just learned that on March 28 the Colorado State Board of Pharmacy 
adopted the following regulation : 

“Substitution is the dispensing of a different drug or brand of drug in place 
of the drug or brand of drug ordered or prescribed without the express permis- 
sion of the person ordering or prescribing the same.” 

Under Colorado law the regulation will not become effective until after public 
hearing. 


Exuipit 414 


NATIONAL PHARMACEUTICAL COUNCIL, INC., 
New York, N.Y., August 17, 1959. 


MEMORANDUM No. 56, 1959 
To: Board of Directors. 
From : Newell Stewart. 


Enclosed is a copy of a paper prepared by Bill Powers which will be given 
this week at the American Pharmaceutical Association convention in Cincinnati. 
In making the survey for information to include in this paper, we found out 8 
boards of pharmacy out of the 48 reporting have suspended pharmacists’ certifi- 
cates of registration during the past 2 years for substitution as follows: 


California 

Florida 

Illinois 

Louisiana (ethical) 
Michigan 

New York 
Pennsylvania 
Rhode Island 
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A number of boards have reprimanded pharmacists and at least one, the New 
Jersey board, has levied a substantial amount in monetary penalties for offenses 
involving substitution. 

We think that it is quite encouraging that so many certificates have been sus- 
pended for this offense as this was a rare occurrence when the council was 
formed. 






Exuisit 415 
AvuGUST 25, 1955. 

Mr. Gorpon C. Hunt, 

Secretary, Hunt-Ritchie Drug Store, 

North Littie Rock, Ark. 


Dear Mr. Hunt: I have just finished reading your biographical sketch in Drug 
Topics and I was amazed at your many activities. I am surprised that you 
find time to practice pharmacy under the circumstances. 

As you will recall, we discussed the possibility of your board promulgating a 
regulation specifically covering “substitution” and you indicated that you would 
present the matter to the board if we could supply the suggested wording of 
such a regulation. I am enclosing a proposed amendinent to rule 9 of your 
present rules and regulations adopted June 1, 1953, which may serve the purpose. 

If your board should see fit to adopt’this amendment or some other regulation 
on the subject, will you please notify me so that we can note it on our records. 

Thanks very much for your cooperation. 

Sincerely, 


W. E. Powers, Secretary. 
PROPOSED AMENDMENT TO RULE 9 


The Arkansas State Board of Pharmacy, acting pursuant to the provisions of 
section 19 of the Arkansas Pharmacy Act, also known as —__----~--~- , and deem- 
ing such action necessary and appropriate to preserve and protect the public 
health, hereby amends rule 9 of its Rules and Regulations adopted as of June 1, 
1953, by adding the following as a second paragraph : 

“Any person holding a registered pharmacy permit who willfully or repeatedly 
dispenses any drug or brand of drug in lieu of the drug or brand of drug speci- 
fied by prescription or other order shall be in violation of this section 9 and of 
section 16 of the Arkansas Pharmacy Act, also known as ____------ , prohibiting, 
inter alia, certain operations not being conducted according to law or being 
conducted so as to endanger the public health or safety.” 








ExnHIsit 416 


















DEPARTMENT OF PROFESSIONAL AND VOCATIONAL STANDARDS, 
CALIFORNIA STATE BOARD OF PHARMACY, 
San Francisco, February 18, 1959. 
Mr. W. E. Powers, 
Secretary, National Pharmaceutical Council, Inc., New York, N.Y. 

Dear BILL: In reply to your letter of February 10, 1959, I am returning the 
roster with 1959 changes noted in red. 

In reply to your letter of February 11, 1959, we did have a case in Rio Vista 
which involved a substitution. This was reported in the Sacramento press. 

The criminal case resulted in a verdict of not guilty, but such is usually the 
case where juries are drawn from the townspeople. We can’t expect much more 
from cow country justice. 

Regardless of the findings of the court, we will still proceed administratively. 
We have two other substitution charges which occurred before my time, and we 
will allege them also. 

From all appearances our problem on substitution is not too bad. Occasionally 
we get a report and we take immediate action to correct them. One firm ran a 
check in the Los Angeles area about 2 years ago and had 4 substitutions in 88 
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prescriptions. I checked on these personally and found that this stock was the 
remnant of stock purchased several years ago from our old friend Tex Palmer. 
I will try and remember to let you know when such cases do come up. 
Regards to all. 
Sincerely, 
FLoyp N. HEFFRON, 
Executive Secretary. 


[The Sacramento Bee, Dec. 10, 1958] 
Doctor TELLS OF PRESCRIBING FOR DRUGGIST PROBE 


Rio Vista, Solano County.—Dr. Milton Newbold of Lodi, San Joaquin County, 
testified he wrote several prescriptions for a woman he never had seen, at the 
request of Bert Leo of the State board of pharmacy, and that Leo told him the 
prescriptions were needed for an investigation. 

On cross-examination he said Leo denied the action was a trap. 

Newbold’s testimony came yesterday in the trial of druggist Sol Mogelefsky 
of Rio Vista, who also is a city councilman, on six counts of violating the 
business and professional code. 


SUBSTITUTION CHARGE 


The counts include charges Mogelefsky substituted drugs in a prescription and 
refilled prescriptions without authorization of a physician. 

Newbold testified the orders he made out for Leo bore the name of a Mrs. 
Lucille Cross who Leo told him lives in Sacramento. 

Later, Mrs. Cross took the stand in the Rio Vista judicial district court, said 
she lives at 2125 12th Avenue in Sacramento and Mogelefsky filled Newbold’s 
prescriptions for her. 

DID NOT KNOW WOMAN 


Newbold said he did not know and never had seen Mrs. Cross until Mogelef- 
sky’s trial. He testified under cross-examination he asked Leo if the prescrip- 
tions were a device to trap somebody and Leo told him they were not although 
they would be used in an investigation. 

Mrs. Cross told the court Leo drove her from Sacramento to Rio Vista and 
Mogelefsky, also known as Mogél, refilled the medical orders for her several 
times. Newbold testified Mogelefsky never contacted him about the prescriptions 
Mrs. Cross brought in. 

INSERTED ADDRESS 


Under questioning by Mogelefsky’s attorney, J. Clinton Peterson of Vallejo, 
Solano County, Mrs. Cross told the court the prescriptions carried her name but 
no address and she later inserted 738 Elm Street, Rio Vista, as the address. 


{The Sacramento Bee, Dec. 11, 1958] 
Doctor TESTIFIES DELTA Druaoist CaucHT His Prror 


Rio Vista, Solano County.—Dr. Chester Cunnington testified City Councilman 
Sol Mogelefsky, a druggist, he singled out for a charge of drug substitution in a 
prescription, once caught an error Cunnington made in another prescription. 

Dr. Cunnington was placed on the stand yesterday after the jury was selected 
for Mogelefsky’s trial in the Rio Vista Judicial District Court on a charge of 
six violations of the business and professional code in filling medicine orders. 

The case arose after Cunnington reported to the State board of pharmacy 
that Mogelefsky, who uses Mogel as a shortened form of his name, made a substi- 
tution in a prescription Cunnington wrote for a Ryer Island, Solano County, 
woman. 

Defense Attorney Clinton Peterson of Vallejo, Solano County, asked Cunning- 
ton if Mogelefsky did not catch an error in drug quantity which could have made 
the patient ill, and the doctor admitted he had. 

Peterson argued the interchange in prescriptions of the same drugs which 
have diiferent trade names does not constitute substitution. 
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Fesruary 11, 1959. 
Mr. Fioyp N. HEFFRON, 


San Francisco, Calif. 


Dear FLoyp: When I wrote to you the other day, I neglected to ask about 
an incident I heard mentioned at a recent meeting. I was told that during De- 
cember there was some kind of a court proceeding in the Sacramento area in- 
volving a substitution charge supposedly brought by your board. If there is 
any information concerning such an occurrence which you are at liberty to send 
to us, we shall appreciate receiving the details. As you would surmise, we are 
collecting a file on substitution proceedings, but it is seldom that we hear of 
incidents outside of this general area. 

Thank you very much for your trouble. 

Sincerely, 


W. E. Powers, Secretary. 


EXuisBit 417 





BoaRD OF PHARMACY FOR THE STATE OF FLORIDA, 


PENSACOLA, FLA., March 16, 1956. 
Mr. W. E. Powers, 


National Pharmaceutical Council, Inc. 
Rockefeller Center, New York, N.Y. 

Dear Mr. Powers: During a regular meeting of the Florida board March 4, 
1956, the definition of “substitution” was formally approved as follows: 

“Substitution is the dispensing of a different drug or brand of drug in place 
of the drug or brand of drug ordered or prescribed without the express permis- 
sion of the prescribing practitioner.” 

Sincerely yours, 
Dewey H. JOHNSON, 

Executive Secretary. 





(3) All certificates of registration issued by the Florida Board of Pharmacy 
shall expire on the twentieth (20th) day of June following the date of issuance 
of same, and on the twentieth (20th) day of June thereafter unless registration 
has been renewed in accordance with the provisions of this section. 

(4) Every registered pharmacist shall pay to the secretary of the board 
annually on or before the twentieth (20th) day of June a renewal fee of five 
dollars ($5.00). 

465.032. Penalty for Failure to Pay Renewal Fee.—The payment of the re- 
newal fee shall entitle the registrant to renewal of certificate. If the renewal 
fee for any pharmacist’s certificate be unpaid by the twentieth (20th) of June 
of any year, the holder thereof may be reinstated as a registered pharmacist 
only upon payment of a penalty of five dollars ($5.00) and all lapsed fees; pro- 
vided that actual retirement from the profession by any registered pharmacist 
for a period not exceeding five (5) years shall not deprive him of the right to 
renew the registration upon payment of lapsed fees. 

465.061 Authority to Revoke or Suspend Licenses. 

(1) The board of pharmacy may revoke or suspend the license and registra- 
tion certificate of any registered pharmacist, after giving such pharmacist rea- 
sonable notice and an opportunity to be heard, who shall have— 

(a) obtained a license or registration certificate by misrepresentation or 
fraud or through a mistake of the board of pharmacy, or 
(b) attempted to procure, or shall have procured, a license or registration 
certificate for any other person by making or causing to be made any false 
representation, or 
(c) permitted any person not licensed as a pharmacist in this state to 
compound or dispense prescriptions in any retail drug establishment owned 
or operated by said pharmacist unless said compounding or dispensing was 
performed under the immediate personal supervision of a person licensed as 
a pharmacist in this state, or 
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(d) become unfit or incompetent to practice pharmacy by reason of 
1. habitual intoxication, or 
2. the habitual use of narcotic or habit-forming drugs, or 
3. insanity, or 
4. any abnormal physical or mental condition which threatens the 
safety of persons to whom he might sell or dispense prescriptions, 
drugs or medical supplies or for whom he might manufacture, prepare 
or package or supervise the manufacturing, preparation or packaging 
of prescriptions, drugs or medical supplies, or 
(e) violated any of the requirements of this chapter or of Chapter 500, 
Florida Statutes, known as the Florida Food, Drug and Cosmetic Law or of 
Chapter 398, Florida Statutes, known as the Uniform Narcotic Drug Law, or 
(f) maintained or operated a device upon which, or by means of which, 
gaming or gambling is permitted, or sets up, promotes, or conducts any 
lottery for money, or carries on any bookmaking, or knowlingly permits 
any of said violations to be carried on in a place of business over which he 
has direct or indirect control, charge or management or 
(g) been convicted in any of the courts of this state, the United States 
of America or any other state, of a felony or of any other crime involving 
moral turpitude, or 
(h) used in the compounding of a prescription, or furnished upon 
prescription, an ingredient or article different in any manner from the 
ingredient or article prescribed. 

(2) A person whose license or registration certificate has been revoked or 
suspended by the board shall not be entitled to apply for examination or regis- 
tration and shall not be licensed or issued a registration certificate until and 
unless the board is satisfied that such person has complied with all the terms 
and conditions set forth by the board in its order revoking or suspending the 
license of such person. 

465.062.—Authority to Make Rules and Regulations.— 

The Florida Board of Pharmacy is authorized to make such rules and regula- 
tions, not inconsistent with law, as may be necessary to carry out the duties 
and authority conferred upon the 


[Florida State Pharmaceutical Journal, July 1954] 


Boarp OF PHARMACY TAKES ACTION AGAINST 17 FLORIDA PHARMACISTS FOR 
SUBSTITUTING 


In a continuing drive to crack down on the practice of substitution, the Florida 
State Board of Pharmacy, at a meeting last week (June 11) in Gainesville, 
brought action against 17 pharmacists charged with violating the Florida Phar- 
macy Act. 

The charges were made on the basis of detailed evidence furnished by Smith, 
Kline & French Laboratories, Philadelphia pharmaceutical firm. 

The 17 pharmacists were charged with violation of chapter 465 of the Florida 
statutes which gives the board the right to “revoke or suspend the license and 
registration certificate of any registered pharmacist * * * who (has) used in the 
compounding of a prescription, or furnished upon prescription, an ingredient 
or article different in any manner from the ingredient or article prescribed.” 

Three pharmacists had their licenses suspended by the board for 30 days, while 
two violators received 6 months’ probation after their licenses were suspended 
for a half year and the suspension lifted. Another pharmacist received a 3-month 
suspension before this was waived and he was placed on probation for an 
equivalent period of time. 

Suspension of another pharmacist’s license was lifted and the substitutor 
placed on probation for 30 days. 

Although an additional four were found not guilty because they were “em- 
ployees,” their employer very probably will be called before the board to answer 
for them. If it is revealed that the employer is unregistered, the board of health 
will be called in. 

In another case, the board agreed to defer action until after an authorized 
chemist makes a comparative analysis of the product prescribed and the drug 
dispensed, while in another case the board postponed any action until the next 
meeting. 

Disciplinary action on four other substitutors is also pending until the board 
meets again. 
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Exuisir 418 
“Never Submitted” 


PrRoposED AMENDMENT TO SECTION 11 OF THE PHARMACY PRACTICE ACT OF THE 
STATE OF ILLINOIS 


(Italic indicates new matter) 





Section 11. * * * Nor shall any person being requested by means of a pre- 
scription, or in any manner, to sell, furnish, or compound any drug, brand of 
drug, medicine, poison, chemical, or pharmaceutical preparation, substitute or 
cause to be substituted therefor, without prior notification to and consent of the 
purchaser in the absence of a prescription, or, without prior notification to and 
consent of the prescriber in the presence of a prescription, any other drug, brand 
of drug, medicine, chemical poison, or pharmaceutical preparation provided that 
the dispenser may alter the prescription as to content or dosage form, only upon 
consent of the prescriber issuing the same. 

+ * 





* oa * * * 








“Never Submitted” 


PRoPoseD AMENDMENT TO SECTION 7 CF THE PHARMACY PRACTICE ACT OF THE 
STATE OF ILLINOIS 


(Italic indicates new matter) 


Section 7. The Department of Registration and Education shall exercise, but 
subject to the provisions of this Act, the following functions, powers and duties: 


* a * Ba * * * 


(f) Refuse to issue or renew, or revoke or suspend, any license or certificate 
of registration issued under the provisions of this Act or of any other prior 
Act of this State when such registration is satisfactorily shown to have been 
obtained by fraudulent means, or when the applicant for or holder of such 
license or certificate has been convicted of a felony, or is found by the Depart- 
ment to be guilty of willful or repeated violation of any of the provisions of 
Section 11 of this Act, or is found to be guilty of gross immorality, or to be 
addicted to habit forming drugs to such a degree as to render him unfit to 
practice pharmacy in this State. 


* * 





































a 








* * 








Exuisit 419 
FepRUARY 10, 1959. 

Mrs. CLARA B. MILLER, 

Topeka, Kans. 


Dear CLARA: We recently read in the pharmaceutical press that proposals 
for substitution legislation ranked second among all types of pharmacy legis- 
lation being introduced this year. As all of the States were not listed, we shall 
appreciate knowing whether you are working on a bill of this nature and, if it is 
completed, will you please send us a copy. 

If at any time we can be of help in supplying information as to methods of 
approaching the problem, suggested wording, definitions, etc., do not hesitate 
to call upon us. While there may be a way of handling a brand substitution 
offense under some present section of your pharmacy act, it is preferable from 
an enforcement standpoint to specifically refer to brand substitution. Under 
the modern legislative concept these things are best spelled out in the law. 

If we can be of any assistance in supplying information in other areas of 
pharmacy law, we will be happpy to cooperate with you. 

Cordially, 
W. E. Powers, Secretary. 
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ExuIBit 420 
AvcustT 1, 1956. 
Mr. WALTER BEACHBOARD, 
Chairman, Anti-Substitution Committee, 
Smith Kline & French Laboratories, 
Philadelphia, Pa. 


Dear WaLrter: On July 27 I met in Kansas City with the Missouri Board of 
Pharmacy, the president of the State association and the president of the Amer- 
ican College of Apothecaries, to discuss just what might be done in Missouri to 
make it possible for the board to take some action against pharmacists on 
substitution offenses. While my appointment was with the board, the presi- 
dent of the board invited the other two pharmacists to sit in. 

I reviewed briefly the law and pointed out that the only section under which 
the board could take any action is section 338.050, which gives the board au- 
thority to revoke the license of a pharmacist guilty of felony or gross immor- 
ality. I attempted to sell them on the idea of recommending specific legislation, 
but they were unanimous in their belief that they do not want to follow this 
procedure and would prefer to promulgate a regulation. 

Under the circumstances, the only thing I could do was to promise to submit 
a proposed regulation and a brief on gross immorality because they must clear 
this with the attorney assigned by the State. It would be appreciated if you 
would prepare a proposal for this purpose. 

I am wondering whether we should submit the rough draft of the brief you 
prepared some time ago, or whether you will be in a position to give us a 
completed brief on gross immorality in time to use for this purpose. I ex- 
plained that it would be several weeks before we could send them the infor- 
mation and I should think we could hold off until the first of September. 

Sincerely, 
W. E. Powers, Secretary. 


Exuibit 421 
JUNE 5, 1959. 
Mr. 8. J. HAYMAN, 
Alququerque, N. Mew. 


Dear Mr. HAYMAN: Newell Stewart and I wish to congratulate you upon your 
appointment to the New Mexico Board of Pharmacy. This is one of the highest 
honors that can be bestowed upon a pharmacist and will offer you a real oppor- 
tunity to continue to serve your chosen profession. As you may know, both of 
us had the privilege of serving as secretary of our respective boards in Ari- 
zona and New Jersey before we assumed our present positions with the Na- 
tional Pharmaceutical Council. 

In the thought that you may be interested in some of the work we are doing, 
I am enclosing a copy of a speech of Newell’s on “Brand Substitution” as well 
as a copy of a paper I gave entitled “The Substitution Story.” Also enclosed 
is a booklet, “24 Reasons Why Rx Brand Names are Important to You,” which 
was initially distributed early in 1957. 

In 1956 we prepared a “Shopping Procedure Manual” particularly for the 
guidance of new board members. We have ordered a personal copy for you to 
be imprinted with your name. Just as soon as it is delivered, we shall mail it 
to you along with several papers covering other areas of board operations. 

We are looking forward to seeing you. 

Cordially, 
W. E. Powers, Secretary. 


Exuisir 422 
FEBRUARY 11, 1959. 
Mr. CHARLES BUTTERFIELD, 
Providence, R.I. 


DEAR MR. BUTTERFIELD: It is our understanding from the pharmaceutical press 
that a bill is being prepared to be introduced into your legislature prohibiting 
brand substitution. If this bill is now ready, it will be appreciated if you will 
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send us a copy. If it has not as yet been completed, we shall be very happy to 


cooperate in supplying definitions and information on procedures used in other 
States if it will be of any help to you. 
Thank you very much for your cooperation. 
Sincerely, 


W. E. Powers, Secretary. 


ExuisitT 423 


SEPTEMBER 2, 1959. 


Mr. RAPHET Rosapo ECHEVARRIA, 
President, Puerto Rico Board of Pharmacy, 
San Sebastian, P.R. 


DEAR Mr. Rosapo: It was wonderful meeting all of you nice folks at Cincinnati. 
Newell had already told me so much about you that I felt I already knew you 
but now I know you better. 

As we told you we asked Mr. John Galbally, one of the attorneys associated 
with a member company, to look over your law and make a suggestion for a 
substitution regulation which you requested in your letter of July 14. 

There are several sections under which a regulation might be promulgated 
and these are 5, 14, or 23. However, Mr. Galbally, who has had a great deal of 
experience appearing before boards of pharmacy in substitution cases, prefers 
section 14. He is of the opinion that substitution would constitute both “mal- 
practice in the discharge of his (the licensee’s) functions as a pharmacist” and/or 
a “case where his actions * * * constitute a menace to the public health.” 

He suggests the following wording for the proposed regulation : 

“Dispensing or causing or permitting to be dispensed a drug or brand of drug 
other than the drug or brand of drug ordered or prescribed without the express 
permission of the person ordering or prescribing the same is hereby declared to 
constitute malpractice in the discharge of the functions of a pharmacist or assist- 
ant pharmacist and to constitute a menace to the public health within the mean- 
ing of section 14 of the Puerto Rico Pharmaceutical Practice Act as amended.” 

In your letter of August 3 you state amendments will be presented in Jan- 
uary to the legislature in relation to revocation of license. It might be prefer- 
able to write a section into the law concerning substitution and perhaps it 
might be handled somewhat differently than proposed in the suggested regula- 
tion. If we knew just what basic changes you were contemplating by amend- 
ment, we could offer some additional suggestions. 

Newell has asked me to emphasize that you should not hesitate to call upon 
us for any help we might be able to giveto you either in developing a substitu- 
tion proposal or any other phase of a pharmacy law. 


Please remember both of us to the other members of your board and your 
lovely wife. 


Cordially 
: W. E. Powers, Secretary. 


Exuisit 424 


May 1, 1958. 


Mr. CHARLES W. DuppDING, 
Rex Pharmacy, Inc. 
Tucson, Ariz. 


DEAR CHARLES: Newell has asked me to send to you a copy of a definition of 
substitution which could be promulgated as a regulation under the provision of 
your pharmacy act. Recently the Colorado Board of Pharmacy adopted a rule 
and regulation defining substitution as follows: 

“Substitution is the dispensing of a different drug or brand of drug in place 
of the drug or brand of drug ordered or prescribed without the express permis- 
sion of the person ordering or prescribing the same.” 

Both Newell and I are of the opinion that this definition could be promulgated 
under paragraph B of section 32-1963 of your pharmacy act. 

I certainly enjoyed seeing you folks again in Los Angeles. 

Cordially, 
W. E. Powers, Secretary. 
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CXHIBIT 425 


THE FiLorma PHARMACY ACT 


Sec. 465.101. Authority to revoke or suspend licenses. 

(1) The board of pharmacy may revoke or suspend the license and regis- 
tration certificate of any registered pharmacist, after giving such pharmacist 
reasonable notice and an opportunity to be heard, who shall have: 

*” * s * 


(h) used in the compounding of a prescription, or furnished upon pre- 
scription, an ingredient or article different in any manner from the ingredient 
or article prescribed. 


RULES AND REGULATIONS OF THE FLORIDA BOARD OF PHARMACY 


Rule 1. Substitution defined. 

“Substitution is the dispensing of a different drug or brand of drug in place 
of the drug or brand of drug ordered or prescribed without the express permission 
of the prescribing practitioner.” 

The above rule shall become effective on the 15th day of May, A.D. 1956, and 
where competent, substantial evidence is submitted to the Florida Board of 
Pharmacy that any pharmacist registered and practicing in the State of Florida 
has violated Section 465.101, Subsection (1) (h), which provides : 

“The board of pharmacy may revoke or suspend the license and registration 
certificate of any registered pharmacist, after giving such pharmacist reasonable 
notice and an opportunity to be heard, who shall have used in the compounding 
of a prescription, or furnished upon prescription, an ingredient or article different 
in any manner from the ingredient or article prescribed.” 

The said person shall be considered guilty of the practice of substitution as 
defined in this rule and may be cited by the Florida Board of Pharmacy to show 
cause why his license to practice pharmacy should not be suspended or revoked. 

Adopted March 4, 1956. 


ExHIsitT 426 


NATIONAL PHARMACEUTICAL COUNCIL, INC., 
New York, N.Y., June 22, 1955. 


MEMORANDUM No. 31 
To: Board of directors. 
From: Newell Stewart. 


Very recently one of our member companies experienced an incident which 
they believe will be of interest to you. It was decided in a large and well- 
known hospital in a metropolitan area to adopt a formulary and the pharmacist 
was given the responsibility of insisting that every physician adhere strictly 
to the formulary. A number of clinics are operated and in addition there is 
a modern professional building connected directly to the hospital in which ap- 
proximately 100 physicians carry on an outpatient practice. The pharmacist 
apparently intended to force all of the physicians practicing in the hospital, 
the clinics, and in the office building to have their prescriptions filled in the 
hospital pharmacy and to supply only formulary equivalents no matter what 
might be called for. on the prescriptions. To carry the plan a step further, 
medical service representatives were only to be permitted to call 1 day a month 
at the hospital, the clinics, and the private offices of the physicians. 

Our council member finally was able to convince the administrator and presi- 
dent of the board of trustees that this policy not only was shortsighted and not 
in the best interests of either the hospital or its patients but also might cause 
the board of trustees to be liable to legal action. He also pointed out the possi- 
bility that the permit from the board of pharmacy under which the hospital 
pharmacy was being operated might be in jeopardy if prescriptions were not 
properly filled. Finally after a 2-hour conference the hospital management de- 
cided to send out a long letter refuting the policy outlined by the pharmacist. 
While the formulary will be continued in the hospital, it was agreed that any 
specific item requested in the hospital will be obtained and that the formulary 
will in no way apply to any outpatient prescriptions. It was also agreed that 
medical detail representatives will be given full access to the physicians who 









11834 ADMINISTERED PRICES 


practice either in the hospital, the clinies, or in their own offices in the profes- 
sional building connected with the hospital. 

The problem of the formulary is an old one but with modern hospitals being 
built with connecting units, this was an attempt to apply a formulary intended 
primarily for inpatients to prescriptions written for outpatients. 

As the hospital pharmacist group grows and there are more pharmacists spe- 
cially trained for hospital work the adoption of formularies will increase and 
situations such as these will become more frequent. For this reason it would 
be wise for each of our members to keep close watch over their hospital accounts. 
Whenever an incident arises which will discriminate against brand-named drugs 
and pharmaceutical manufacturers in general, steps should be taken to point out 
the fallacy of many of the arguments advanced and the possible legal implica- 
tions if carried to an extreme. If necessary, all of our members should be alerted 
so that they too can cooperate in what appears to be a necessary PR program 
among hospital purchasing agents, hospital administrators, physicians, and the 
hospital pharmacists themselves. 
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NATIONAL PHARMACEUTICAL COUNCIL, INC., 
> New York, N.Y., January 17, 1957. 


MEMORANDUM No. 6, 1957 
To: Board of directors. 
From : Robert A. Hardt. 


From the discussions at the December meetings and suggestions and comments 
received recently, we have developed the following proposed hospital program: 
1. Mailing of booklet, “24 Reasons Why Rx Brand Names Are Important 
to You,” about the middle of February to key individuals in hospitals, includ- 

ing the pharmacists. 

2. The calling of a luncheon and afternoon meeting to be held in New York 
City, Friday, February 8, of the individuals from our member companies 
most directly concerned with contacting hospitals. 

3. A conference between Dr. Bugbee of Health Information Foundation 
and our executive staff to discuss the problem in general and obtain his 
views on what opinion research organization would be most qualified to 
conduct an attitude study in hospitals. 

4. After obtaining Dr. Bugbee’s suggestion, the opinion research organiza- 
tion is to be contacted for a prospectus and estimate of costs. 

5. After the discussion with the héspital representatives of our members, 
a luncheon and afternoon meeting is to be called at the council’s expense 
of a limited group of key hospital pharmacists for their opinions and ideas 
on the subject. The following individuals have already been suggested : 

George Archambault 
Robert Bogash 
Grover Bowles 

Don Francke 

Sister Janette 

John Murphy 

Paul Parker 

W. Arthur Purdum 
Anna Richards 

6. Look into the possibility and feasibility of submitting an article 
about the NPC, its functions and problem with hospital pharmacy practice 
for publication in the Bulletin of the American Society of Hospital Pharma- 
cists. 

7. The planning of a third meeting with officers of the American Hospital 
Association to obtain their views. 

8. A survey of the jurisdiction of boards of pharmacy (and other State 
agencies) over the practice of pharmacy in hospitals. 

9. Endeavor to encourage the submission of resolutions by the NABP and 
ASHP to enable boards of pharmacy to seek authority to regulate the 
practice of hospital pharmacy. 

If you have any comments or additional suggestions, will you please send them 
at once to Newell Stewart at the council office. 
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EXHIBIT 428 


NATIONAL PHARMACEUTICAL COUNCIL, INC., 
New York, N.Y., February 25, 1957. 


MEMORANDUM No. 18, 1957 


‘To: NPC Hospital Pharmacy Practice Committee. 
From: Robert A. Hardt: 


Enclosed is a summary of our meeting on February 15 in which I have enumer- 
ated the main points of discusssion. 

Will you send to me within the next 15 days at the council office, on a 
confidential basis, a memorandum with your suggestions for planning the next 
meeting of this committee. Also comments on procedure in solving the problem 
and a list or designation of a group of hospital pharmacists to be invited to 
attend a meeting with representatives of NPC to discuss the situation. 


SUMMARY OF MEETING HELD ON FERRUARY 15, 1957 
A. SUBSTITUTION 


1. As defined by NPC a serious problem exists in hospital pharmacies, al- 
though hospital pharmacists themselves do not consider their practice of supply- 
ing so-called equivalents as being “substitution.” 

2. Economics is possibly principal cause. The pharmacy is one of the few 
moneymaking areas in a hospital. 


B. FORM ULARIES 


1. Are here to stay and will eventually be adopted in all hospitals of any 
size. 

2. A definition of what should constitute a “formulary” is sorely needed, which 
must be acceptable to all groups concerned, as often so-called equivalents have 
different side effects and may even be an entirely different drug. 

3. Should support be given to the proposal being studied for a uniform national 
hospital formulary? 

4. Suggestion all brand names be listed in formulary under generic name. 

5. Therapeutic committee in its operation has the approval of the medical 
staff. Secretary, who is usually a pharmacist, has quite a bit of authority and 
power. 


C. HOSPITAL PHARMACY REGULATION 





1. Very few State boards of pharmacy have adequate jurisdiction. A study 
is to be made of all State laws to determine whether NPC should cooperate to 
obtain more adequate regulation. 

2. Hospital pharmacists apparently prefer regulation by the board of 
pharmacy and probably would look with favor upon. any activity which would 
elevate their standing and the practice of hospital pharmacy. 

3. Manufacturing in hospitals of drug products being expanded and fre- 
quently insufficient control of quality. FDA becoming interested and this is 
another area in which there should be more regulation, especially on State level. 
Doubtful there is a full realization of costs. 
D. EDUCATIONAL PROGRAM 
1. While there is agreement as to the value of such a program, there is dis- 
agreement as to whom should be educated—the hospital pharmacists, the physi- 
cians, or the administrators. There is a reluctance to go over the pharmacist’s 
head as often he orders the drugs. However, there is a feeling the physician 
is not too happy with his position in the middl¢ and does not realize or condone 
the practices which are carried on in the guise of economy. : 

2. New booklet “24 Reasons Why BR Brand Names Are Important to You” 
deemed an educational approach. 

3. No further publicity to be given at this time to activities of NPC. 
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E. BRIEF TO TELL THE STORY OF BRAND NAMES 


1. Committee to be appointed of members representing companies with large 
PR departments to prepare a manuscript to circulate among hospital pharma- 
cists. 

2. President Hardt suggested Lederle, Merck-Sharp & Dohme, Pfizer, Smith 
Kline & French, Squibb, and Upjohn. ° 


F. MEETING WITH HOSPITAL PHARMACISTS 


1. Such a meeting should be called after NPC committee. meets again. Differ- 
ence of opinion as to whom should be invited. Advisory Committee to Division 
of Hospital Pharmacy of A.Ph.A. suggested but it includes two administrators, 
two from A.Ph.A. and four hospital pharmacists. Executive Committee of ASHP 
is a representative group of hospital pharmacists. Suggestions to be sent to 
Robert A. Hardt of pharmacists to be invited, if done on an individual basis. 

2. At present a hard core of not more than 25 hospital pharmacists deter- 
mines policy but do not necessarily reflect opinion of their group. 


G. OPINION RESEARCH SURVEY 


1, Consensus was that a survey should be made of attitudes but not ready at 
this time. Facts to be gathered together first and then determination made as 
to type of survey, group to be surveyed, etc. 

2. Suggestion that survey be made under joint auspices of NPC and possibly 
ASHP. Some hospital pharmacists and administrators already on defensive 
and might be difficult to obtain frank and honest answers if NPC sponsored alone. 


ExuHrIsit 429 


NATIONAL PHARMACEUTICAL COUNCIL, INC., 
New York, N.Y., April 15, 1957. 


MEMORANDUM No. 31, 1957 


To: Board of directors and special hospital pharmacy practice committee. 
From: Newell Stewart. 


I am enclosing a summary of the meeting of the special hospital committee of 
April 10, and have enumerated the principal areas of discussion. 

This meeting was attended by represeritatives of 16 of our member companies. 

Following the meeting, contact was made with Mr. Paul Parker, president of 
the American Society of Hospital Pharmacists and arrangements are being 
made to meet with the executive board of the society when they convene in New 
York April 27. 


SuMMARY OF MEETING oF NPC Hosprrat CoMMITTEE, APRIL 10, 1957 
I. REPORT OF BRIEF COMMITTEE BY CHAIRMAN GEIGER 


A. Suggested themes of proposed brief— 

1. Definition for “formulary.” 

2. Develop proof differences exist in drug products and possibly expand 
“24 Reasons * * *” for this purpose. 

3. Review State laws governing the practice of hospital pharmacy. 

4. Develop “24 Reasons * * *” into a teaching guide and attempt to 
emphasize the important position of the hospital pharmacist. 

5. Most compelling reason for substitution in hospitals is profit motive. 

6. Influence on prescribing practice of physicians in hospitals by experi- 
ence in armed services, where prescription standardization was rule. 

7. Acute problem of supplying medication to charity patients. 

8. Progress of hospital pharmacist to present respected position parallels 
emergence of brand names. Should point out the part played by industry 
and take credit due. 

9. Standardization of prescriptions through formularies may destroy pres- 


ent status of hospital pharmacist and degrade him professionally—may be 
approach to socialization. 
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10. Develop theme industry and hospital pharmacist are teammates, both 
are interested in medical welfare of patient. 
11. Industry should be of assistance in furthering concept of supplying 
pharmacist service on a part-time basis to small hospitals. 
B. Program of brief committee— 

1. Prepare, with cooperation of PR men, general releases to show (a) 
relationship of hospital pharmacists and industry, (b) rise of formularies 
degrades pharmacy and is detrimental to prestige and position of hospital 
pharmacist. 

2. Develop definition for “formulary.” 

3. Establish proof of differences which exist between drug products. 
(Examples of injuries or dangers which may result.) Expand “24 Rea- 
sons * * *” for this purpose. 

4. Complete review of State control over practice of hospital pharmacy. 

(a) NPC staff now working on this and 31 boards of pharmacy have 
reported, of which 22 license hospital pharmacies. Of remaining nine, 
there are four not licensing any pharmacies. (Several worthwhile 

Attorney General opinions have also been obtained. ) 





II, DISCUSSION ON PUBLISHED ARTICLES AND MEETINGS CONCERNING PRACTICE OF 


HOSPITAL PHARMACY 





















A. Don Francke repeat editorial, “Substitution and the Formulary System,” 
in January-February issue of Bulletin of ASHP. 

B. Article in April 1, 1957, edition of Hospitals by George Archambault on 
“Professional Practice Pharmacy ‘Accidents’ Can Be Prevented.” 

C. Letter from John W. Murphy, “The Hospital Formulary System,” in Janu- 
ary—February issue of Bulletin of ASHP. 

D. Article, “The Hospital Drug Buyer,” by Morris Dauer in February issue 
of American Professional Pharmacist. 

E. Letter from Jack Michaels in the Apothecary, February 1957. 

F. Recent meeting of Philadelphia Hospital Pharmacists Association at which 
report presented by Committee to Establish a Code for Detailing in Member 
Hospitals. 

G. Editorial in April issue of Mental Health. 


III, PROGRAM FOR NPC HOSPITAL COMMITTEE 





























A. Stewart to telephone Paul Parker, president of ASHP, to arrange appear- 
ance before executive committee on April 27, either alone or with Chairman 
Geiger of brief committee, to express desire to coordinate activities and en- 
deavor to help increase prestige of hospital and other pharmacists. Also to re- 
quest committee be designated, preferably the excutive committee with addition 
of representatives of government, to meet with NPC subcommittee to explore 
relationship between industry and hospital pharmacists and develop an agenda 
for an expanded meeting in future. 4 

B. Suggestion committee members interpret to management and clinical re- 
search personnel problems of hospital pharmacists and urge hospital pharmacists 
be made aware of new drugs under clinical investigation in their particular 
hospitals. 

C. Suggestion of preparation by NPC of film to aid in recruitment of hospi- 
tal pharmacists deemed premature at this time and probably a project for HNI 
rather than NPC. 

D. Suggestion “24 Reasons * * *” be expanded as a teaching guide in medi- 
cal schools was not considered an antisubstitution activity. 

1. NPC definition for “substitution” must be retained but perhaps it will be 
necessary to define “express permission,” as it may relate specifically to hos- 
pital practice. 

NPC’s definition for substitution : 

“Substitution is the dispensing of a different drug or brand of drug in place 
of the drug or brand of drug ordered or prescribed without the express permis- 
sion of the prescribing practitioner.” 

F. Study possibility of making survey of manufacturing in hospital pharma- 
cies in thought it may prove there are no substantial savings effected. Lack 
of control cited as being particularly significant as medical staff may not be 
aware of this. 
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G. Digest of suggestions made in letters to President Hardt to be circulated. 

H. Statement to be prepared as soon as specific information is available to be 
circulated to members for distribution to sales personnel answering questions 
which will arise in field from hospital pharmacists as to policy and program 
of NPC. 

I. Suggestions that a formulary study committee be appointed to review for- 
mularies for discrepancies which are said to be prevalent. Often “equivalents” 
differ in pharmacological action from products for which they are supposed to 
be “substituted.” Possiblity that this might lend support to the adoption of 
a national formulary to be kept in mind. 


Exursit 430 
REPORT OF THE BRIEF COMMITTEE OF NPC HospitaL COMMITTEE ACTIVITIES 
Board of directors meeting, June 14, 1957, Chicago, III. 


The following is an interim report by the chairman of the Brief Committee 
of the Hospital Committee of the National Pharmaceutical Council covering 
activities to date: 

1. Functions of brief committee: 

(a) As outlined in your memorandum dated February 21, 1957, the following 
are the functions of the committee: 

(1) Assemble convincing data which will impress hospital pharmacists 
and others with the fact that the use of brand name products is in their in- 
terest as well as that of the patient. 

(2) Compose a brief using these data which would be interesting as well 
as convincing and which would be quite objective and accurate. 

(3) The brief should be written in such a way that it could be circulated 
among hospital administrators, hospital pharmacists, hospital trustees, and 
directors, medical staffs of institutions, and to pharmaceutical detailmen 
and salesmen. 

(4) We should keep in mind that the boom in hospital care through insur- 
ance plans has been so rapid that legislation and health professions have been 
laggard in their insistence in rules and regulations comparable to those that 
restrict other professions. However, our brief should not as I see it, con- 
sist primarily of propaganda for such legislation but rather should tell the 
story of the manufacturer’s products and brand names. 


2. Members of committee: . 
Burns Geiger, chairman. 
John Kenny, assistant manager of trade relations, Squibb. 
Frazier Cheston, director, hospital service, SKF. 
Alfred G. Scott, general sales manager, Upjohn. 
E. M. Blake, manager, hospital sales, Lederle. 
Frank Walton, director, field operations, Merck. 
Sharpe & Dohme. 


3. Meetings of committee: 

(a) Initial meeting of the committee was held Wednesday morning, April 10, 
1957, at NPC headquarters, New York City. The brief committee met later the 
oo day for luncheon and an afternoon session with the overall hospital com- 
mittee. 

(b) I met with Newell Stewart and Wilbur Powers on Wednesday, May 29, 
1957, to develop an agenda for a meeting between the brief committee and repre- 
sentatives of hospital pharmacy. 

4. Intracommittee communications : 

(a) Memorandum dated March 4, 1957, with attached questionnaire. (Copy 
of the questionnaire which is enclosed is the consensus of opinion of the entire 
committee. The numbers following the items under the first two general head- 
ings indicate the number of committee members listing the particular item. The 
numerals used under items 4, 5, and 6 indicate the order of frequency listed by 
the majority of committee members. ) 

(b) Memorandum dated April 11, 1957, summarizing the results of the com- 
mittee meeting on April 10, 1957. 
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(c) Memorandum dated June 3, 1957, establishing plans for a meeting be- 
tween the brief committee and representatives of hospital pharmacy. 

5. Committee reports and recommendations: 

(a) The following is the report presented to the hospital committee at the 
luncheon and afternoon session on April 10, 1957. It is included in the above- 
referenced memorandum dated April 11, 1957, but is repeated here for your con- 
venience : 

(1) All members of the committee were present. In addition, Newell 
Stewart, Wilbur Powers, and Robert Hardt, president of the NPC, were in 
attendance. The results of the questionnaire, concerning the problem of 
substitution in hospitals, completed by each member of the committee, were 
reviewed and discussed. Individual members also elaborated, where neces- 
sary, on his specific answers to the questionnaire. Pertinent comments were 
also given by Messrs. Hardt and Stewart. 

(2) The following conclusions were developed on the basis of the gen- 
eral comments and constituted our report to the overall committee during 
the afternoon meeting : 

(A) The most compelling reason for the use of formulary system 
in hospitals was the element of profit. This was followed closely by 
the desire to eliminate duplication. 

(B) There is a definite need, both in hospital pharmacy and industry 
circles, for a mutually agreeable definition of “formulary.” 

(C) The review of State pharmacy laws to determine their applica- 
tion to the practice of hospital pharmacy is progressing satisfactorily. 
All committee members are looking forward to the completed review 
for assistance in determining future activities. It was noted that of 
the 27 States reporting so far in the survey that 18 had provisions in 
their State laws for some control of the practice of pharmacy in hos- 
pitals. 

(D) There is a definite need to obtain specific information to prove 
that there are differences in physical characteristics as well as thera- 
peutic response to similar chemical entities marketed under different 
trade names by various manufacturers. 

(E) A suggestion was made that it might be well to consider the 
use of cooperative ads to take the story of industry’s contribution to 
hospital pharmacy to interested personnel. Further discussion indi- 
cated that an expansion of the “24 Reasons” booklet would serve the 
same purpose and also would have additional uses. 

(F) Attention was drawn to the influence that service in the Armed 
Forces had upon many young physicians. It appeared that the necessity 
for using standardized items in Armed Forces medical facilities made 
the formulary system in civilian hospitals more acceptable to phy- 
sicians with prior military service. 

(G) The acuteness of the problems facing most hospitals in the 
treatment of charity patients was mentioned by several members of the 
committee. There was some discussion as to whether the project con- 
cerning apparent substitution and the formulary system might best be 
restricted to the treatment of private patients. 

(H) It was pointed out that the rapid progress made in the evolu- 
tion of hospital pharmacy from a “room in the basement” to its present 
position as an important department in the scheme of medical care 
paralleled the emergence of brand names and the availability of new 
therapeutic agents. 

(I) One member of the committee, Al Scott of Upjohn Co., re- 
viewed a conversation he had with a physician who is an important 
member of the staff of a midwest hospital. He pointed out that, if the 
trend to use formularies continued to develop and was carried to the 
extreme, hospital pharmacists would actually be reduced in stature 
to any person who could read a label or differentiate between numerical 
designations for one or a class of drug items. The detrimental effect 
this would have on the stature of the hospital pharmacist and its pos- 
sible long-range effect on the profession of hospital pharmacy is evident. 

(J) It was pointed out that although individual companies expend 
large sums of money in providing services of various types to hospital 
pharmacists, no effort has been made to publicize industry’s total con- 
tribution to hospital pharmacy. In addition, there was some discussion 
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concerning the development of the theme that representatives from in- 

dustry and hospital pharmacists are actually teammates with the com- 

mon goal of providing the best possible therapeutic agents for the 
patient. 

(K) Consideration was given to the part that industry could play 
in assisting organized hospital pharmacy in the area of providing phar- 
macy service on the part-time basis to small hospitals. 

In view of the above, it was considered advisable by the committee that the 
first step in our overall program should be directed toward insuring a mutual 
respect and a favorable relationship between hospital pharmacy and the phar- 
maceutical industry. Future activity will depend upon the result of the phar- 
macy law review and the outcome of our meetings with hospital pharmacists. 

In view of the above, the committee agreed to develop the first part of the 
problem in the following manner : 

(1) Each member, working in cooperation with their public relations de- 
partment, will develop material suitable for use as speeches, background 
material, and editorial comment material covering the following subjects: 

(a) The “teammate relationship” between representatives of indus- 
try and hospital pharmacy. 

(b) The potential danger to the profession in the present trend and 
the possible development of the formulary system to its extreme. 

(2) Each member will submit’ to the chairman within the next 10 days 
his suggested definition of a “hospital formulary.” Each of these will be 
reviewed and an attempt will be made to develop a definition that will 
be satisfactory from the standpoint of the NPC. 

(3) Initial work will be started by Messrs. Stewart and Powers to expand 
and supply “proof” for the various sections of “24 Reasons.” It is felt that 
this project should be directed toward the development of a booklet that 
could be used in medical schools as well as distributed in hospitals. The 
introduction and general text should give credit to the hospital pharmacist 
for importance as a member of the team of industry and hospital phar- 
macy providing the latest therapeutic agents for use by members of the 
medical staff. 

6. Progress to date: 

(a) Newell Stewart and I met with the executive committee of the ASHP on 
Saturday, April 27, in New York City. As a result of this meeting it appears 
that effective liaison has been developed between the NPC and the ASHP. Al- 
though a number of highly critical resolutions were submitted by affiliated 
chapters of the ASHP, the following is the resolution as finally passed during 
the convention of the ASHP. 







MUTUAL PROBLEMS OF HOSPITAL PHARMACY AND INDUSTRY 


Whereas the society has established committee liaison with the National 
Pharamaceutical Council regarding mutual problem of hospital pharmacy and 
the pharmaceutical industry : Now, therefore, be it 

Resolved, That the executive committee be requested to keep the membership 
closely informed regarding progress made at these meetings. 

(b) Tentative arrangements have been made for an early meeting with repre- 
sentatives of the society and, at present, this meeting is tentatively scheduled 
for July 12, 1957. 

(c) Comments have been received from all committee members offering pro- 
posed definitions for the term “hospital formulary.” 

(d) All committee members are working on material for use by the NPC in 
publications and in oral presentations to hospital pharmacy groups on the fol- 
lowing subjects: 

1. The mutual responsibilities of the pharmaceutical industry and hos- 
pital pharmacy, as members of the health professions team. 
2. The inherent dangers in carrying the formulary system to its extreme. 

7. Future plans and scheduled activities : 

(a) A meeting with representatives of hospital pharmacy on July 12, 1957. 

(b) A meeting with representatives of hospital administrators. 

(c) A meeting with physician representatives of hospital staffs. 

(d) Consolidation of the material presently being developed for use by NPC. 

(e) Additional action will depend upon the results of our scheduled meetings 
with hospital pharamacists and other related professional groups. 












s,s 
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8. Prognosis: 

(a) As you are aware, hospital formularies have been in existence in a number 
of hospitals for more than 100 years. Although the majority of hospitals do not 
operate under the formulary system, they are found in most of the teaching and 
university-affiliated hospitals. Since these institutions are large purchasers 
of drugs and have a very profound effect upon the prescribing habits of all of 
those physicians who have received their training in them, as well as other phy- 
sicians in the area, they do exert a wide sphere of influence. In most discussions 
of this problem by hospital pharmacists and other interested groups, they have 
expressed concern about the effect of the formulary system on each group’s 
personal interests. It appears that consideration should be given to the effect 
of the formulary system on the patient. This theme will be explored by the 
committee after our meeting with the hospital pharmacists. 

(b) There is a degree of vulnerability in our position in view of the NPC 
definition of “substitution,” especially that part which reads: 

“* * * without the express permission of the prescribing practitioner.” 

As you are aware, many hospital formulary committees operate on an organized 
basis and, therefore, concurrence by the full-time staff in committee actions is 
inherent in the written minutes of their meetings. This does not apply to the 
visiting staff in most instances. Since members of the visiting staff are respon- 
sible for admitting and treating most patients, they represent the largest poten- 
tial for drug sales. Therefore, it appears that one solution might be agreement 
to limit the use of the formulary system to the full-time staff, permitting the 
visiting staff “brand preference.” This latter course of action will not be con- 
sidered until all other possible solutions have been explored. 

This report represents committee activities, as all members have been most 
cooperative and there has been general agreement on all recommendations and 
suggestions. 

Much of the progress made to date is the result of the assistance and coopera- 
tion received from you and the other officers of the NPC including members of 
your full-time staff. 

Respectfully submitted. 

BurRNS GEIGER. 


ExHIBIT 480-A 


STATEMENT OF THE SPECIAL COMMITTEE OF THE AMERICAN SOCIETY OF HOSPITAL 
PHARMACISTS ON THE FoRMULARY SYSTEM AND ALLEGED SUBSTITUTION, JUNE 
1957 


This is a statement of the special committee of the American Society of Hos- 
pital Pharmacists appointed to explore problems of mutual interest with a special 
committee of the National Pharmaceutical Council. 

The purpose of this statement is to clarify the basis of the formulary system 
and to refute the charge of alleged substitution which is said to take place in 
hospitals operating under this system. 


DEFINITION OF SUBSTITUTION 


Substitution is defined by the National Pharmaceutical Council as follows: 
“Substitution is the dispensing of a different drug or brand of drug in the 
place of the drug or brand of drug ordered or prescribed without the express 
permission of the prescribing physician.” 
Thus, it follows from this definition that substitution takes place if— 
1. A different drug or brand of drug is dispensed. 
2. Without the express permission of the prescribing physician. 
In other words, two conditions have to be present in order for substitution 
to take place. 


DEFINITION OF PHARMACY AND THERAPEUTICS COMMITTEE 


The Pharmacy and Therapeutics Committee, composed of physicians and the 
chief pharmacist, is a committee of the medical staff which represents the official 
organizational line of communication and liaison between the medical staff and 
the pharmacy department. This committee assists in the formulation of broad 
professional policies regarding the evaluation, selection, procurement, distribu- 
tion, use, safety procedures, and other matters relating to drugs in hospitals. 
Specifically, the purpose of the committee is (1) to develop a formulary of 
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accepted drugs for use in the hospital, (2) to serve as an advisory group to the 
hospital pharmacist on matters pertaining to the choice of drugs to be stocked, 
(3) to evaluate clinical data concerning drugs requested for use in the hospital, 
(4) to add to and to delete from the list of drugs accepted for use in 'the hospital, 
(5) to prevent unnecessary duplication in the stock of the same basic drug and 
its preparations, and (6) to make recommendations concerning drugs 'to be 
stocked on the nursing units and other services. 

This committee is one aspect of medical staff self-government. It is responsible 
to the medical staff as a whole and recommendations made by the committee are 
subject to medical staff approval. 

















DEFINITION OF FORMULARY SYSTEM 






The formulary system may be defined as follows: 
The formulary system is a method used by medical staffs of hospitals, working 
through a pharmacy and therapeutics committee composed of physicians and the 
chief pharmacist, to evaluate and to select from among the numerous medicinal 
agents available, those that are considered most useful therapeutically, together 
with the dosage forms in which they may be administered most effectively. 

Thus, under the formulary system, the pharmacy and therapeutics committee 
performs the same function for the medical staff of the hospital as the committee 
on scope does for the Committee of Revision of the Pharmacopoeia of the United 
States. 















CONCLUSION 






From an examination of the foregoing it may be seen that— 
1. The chief pharmacist in his role as secretary of the Pharmacy and Thera- 
peutics Committee has a formal, organizational relationship with the medical 
staff which does not exist in other areas of pharmacy practice. 

2. The policies involved in accepting and dispensing drugs are under the 
control of the medical staff. 

1. A policy to accept and dispense drugs under their generic names is approved 
by the medical staff. 

4. This policy is similar to that used by the Pharmacopeia of the United States 
and the National Formulary, as far as the acceptance of drugs is concerned. 

5. All members of the medical staff are informed of the policy. 

6. No deception is involved. 

7. By approval of a policy to accept and dispense drugs under generic names, 
the medical staff gives their express approval to this method, and 

8. Under such conditions substitution is not involved in the operation of the 
formulary system. ° 
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NATIONAL PHARMACEUTICAL COUNCIL, INC., 
New York, N.Y., August 8, 1957. 





Memorandum No. 52, 1957. 
To: Board of directors and NPC Hospital Committee. 
From : Newell Stewart. 
Enclosed is an outline of the discussion at the meeting on July 12 of a special 


committee of the American Society of Hospital Pharmacists and the NPC Brief 
Committee. Those in attendance were as follows: 












ASHP BRIEF COMMITTEE 


Leo F. Godley, chairman, Bronson Methodist Hospital, Kalamazoo, Mich. 
Don E. Francke, University Hospital, Ann Arbor, Mich. 

Gloria N. Francke, ASHP, 1812 Norway Road, Ann Arbor, Mich. 
Walter M. Frazier, Springfield City Hospital, Springfield, Ohio. 

Paul F. Parker, ASHP, 2215 Constitution Avenue NW., Washington, D.C. 
Sister Mary Berenice, St. Mary’s Hospital, St. Louis, Mo. 

Grover C. Bowles, Jr., Baptist Memorial Hospital, Memphis, Tenn. 
Vernon O. Trygstad, Veterans’ Administration, Washington 25, D.C. 
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NPC BRIEF COM MITTEE 


E. Burns Geiger, chairman Pfizer Laboratories. 

Frazier Cheston, Smith Kline & French Laboratories. 

John Kenny, E. R. Squibb & Sons. 

Alfred C. Scott, The Upjohn Co. 

Frank Walton, Merck, Sharp & Dohme. 

Newell Stewart, executive vice president, National Pharmaceutical Council. 
Wilbur Powers, secretary, National Pharmaceutical Council. 


I, OPENING BEMARKS BY CHAIRMAN GEIGER 


A. History of NPC Brief Committee: 
1. Functions: 

(a) Liaison between Hospital Committee and all interested groups in 
hospital field. 

(b) Preparation of material outlining contributions of pharmaceutical 
industry to hospital field. 

2. Plans: 

(a) Today’s meeting. 

(b) Proposed meeting with hospital administrators and perhaps 
others in hospital field to discuss and, if possible, resolve problems of 
mutual interest. 

3. Activities : 
(a) Scope and effect of formularies being studied : 
(1) Some inherent dangers apparent affecting both practice of 
hospital pharmacy and the entire profession. 
(2) Definition of “formulary.” 
B. Purpose of informal meeting today to develop topics for agenda for future 
meeting of NPC Hospital Committee and hospital pharmacists. 


Il, REMARKS OF EXECUTIVE VICE PRESIDENT STEWART 


A. Quoted from letter of President Hardt to Paul Parker when president of 
ASHP (attached). 
B. Review of American Druggist interest in substitution beginning prior to 
formation of NPC, at least back to.July 7, 1952. 
C. Suggestions from members of NPC Hospital Committee: 
1. Detail men’s activities in hospitals. 
2. Subsidization of the APHA laboratory. 
3. Foster pride in the practice of pharmacy. 
. Purpose of a national hospital formulary. 
5. Representation of hospital pharmacists on boards of pharmacy. 
. Economic contribution of brand name drugs. 
. Cooperative, positive approach rather than punitive. 
. Develop ideas which will increase the stature of hospital pharmacists. 
What can industry do to answer criticisms of hospital pharmacists. 
10. Acceptable definition of “formulary.” 
11. Explore acute problem of supplying charity patients. 
12. Joint emergence of hospital pharmacy and brand name drugs during 
past 15 years. 
13. Arrange assistance to those who hope to supply pharmacy service to 
small hospitals. 
D. Primary purpose of NPC is one of cooperation at all levels. 


Ill, REMARKS OF SECRETARY POWERS 


A. Recent survey of boards of pharmacy indicates 32 licensed hospital phar- 
macies in addition to one State board of health. 


IV. REMARKS OF COCHAIRMAN GODLEY 


A. Presented prepared statement (attached) to clarify the basis of the formu- 
latory system and refute the charge of alleged substitution in hospitals operating 
under system. 
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Vv. GENERAL DISCUSSION 


Trygstad: Evidently publicity in American Druggist misunderstood and dif- 
ference of opinion not as wide as surmised. 

Scott: Impression from his detail men that formularly system a restrictive 
measure. Wondered about feeling of physicians in prescribing for private pa- 
tients where formulary system in effect. 

W. Frazier: Suggestions from Stewart commendable. ASHP statement clearly 
defines long term thinking of what constitutes good hospital practice. 

Bowles: Problem of substitution today is one of brands. Formularly system 
is rational therapeutics. 

Kenny: First problems are those hospitals of 100 or more beds with no drug 
and therapeutics committee. Second problems are products released by FDA 
which do not measure up to label potency. 

Sr. Berenice: When formularly system is fully understood there is little objec- 
tion as substandard drugs are not accepted. 

Cheston: Formulary disregards inherent right of physician to prescribe as he 
sees fit. Toorigid in scope. Does not think word “substitution” is properly used 
when formulary system is in effect. 

Mrs. Francke: Hospital pharmacists aware of contributions of industry. Prob- 
lem of charity patients one of society and not NPS or ASHP committees. 

Parker: Stewart said NPC designed to integrate the problems in pharmacy but 
publicity on substitution does not do this. Emphasized letter to him from Presi- 
dent Hardt did not refute or retract statements in American Druggist. 

Walton: Problem is one of elimination few who do not subscribe to ethics of 
majority. Another problem involves dispensing of drugs in a few hospitals by 
untrained personnel. 

Dr. Francke: Pharmacy and Therapeutics Committee only makes recommenda- 
tions. Final decision is made by medical staff on drugs approved for formulary. 

Stewart: Referred to article by Archambault in May—June 1957 issue of ASHP 
bulletin indicating approximately 900 hospitals have formularies but no com- 


mittee and 4,400 neither a formulary nor pharmacy and therapeutics committee. 
Job to be done here. 


Parker: Questioned statistics as being old (1954). 
Bowles: Hospital pharmacists are trying to clean up their own house. Is 
industry ? 


Stewart: Individual companies are constantly giving attention to improving 
relations. 


Geiger: ASHP represents some of best hospitals but do all hospitals subscribe 
to statement read? 

Godley : Education job to do in hospitals with no pharmacy and drug commit- 
tee. Pointed out differences in hospitals—open staff in some while others have 
closed staffs, some in acadamic environment, etc. Does not condone hospitals 
not complying with law and is interested in cleaning up bad practice. 

Parker: Depends on method used. 

Mrs. Francke: Hospital pharmacists are interested in anything which will im- 
prove practice. 

Bowles: “We are against sin.” 

Geiger: Both groups are concerned with person who does not operate within 
code of ethics. 

Parker: Is NPC interested in an educational procedure to achieve goals? 

Geiger: NPC is enlisting support of ASHP in joint effort. 

Trygstad : With what are we principally concerned? 

Geiger : Out and out substitution. , 

Parker: Cannot see both groups cooperating to clean up a situation in hospital 


pharmacy. Believes each group must arrive at an acceptable policy and imple- 
ment individually. 


Recess for luncheon. 
VI. SUGGESTIONS FOR AGENDA 


Parker: Acceptance and approval by NPC of ASHP statement of policy. 
Trygstad: Distinguish between counterfeiting, imitation and duplication. 
Scott: What can industry do educationally to further aims of both groups? 
W. Frazier: Approach of a mutual problem should be on a professional level. 
Also professional prerogatives of hospital pharmacists. 
Kenny: What can industry do to help ASHP in development of the national 
hospital formulary ? 


Sr. Berenice: Let industry know of policy of ASHP (formulary system). 
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Cheston : Application of formulary system (1) as it affects physicians’ preroga- 
tives, (2) as it affects hospital administration. 
Dr. Francke: (1) Effect of formulary system on industry. (2) Effect of 


product duplication on hospitals. (3) Feelings of medical staff on formulary 
system. 


Geiger: Recapitulation of suggestions: 

(1) Definition of “formulary.” 

(2) Need for formulary system. 

(3) Operation of formulary system. 

(4) Effect of formulary system on— 
(a) hospital pharmacy ; 
(b) industry ; 
(c) overall profession of pharmacy ; 
(d) research advances ; 
(e) physicians’ prerogatives. 


VII. PROPOSED NPC MEETING WITH OTHER HOSPITAL GROUPS SUCH AS 
ADMINISTRATORS 


A. Consensus of ASHP committee after lengthy discussion that meetings 
without representatives of their group present will be circumvention and cannot 
serve a useful purpose. Administrators and physicians are not experts on pur- 
chase of drugs and are not fully aware of problems involved. Also suggested 
boards of pharmacy should not be approached at this point. 


VIII. PROPOSED SECOND MEETING OF ASHP SPECIAL COMMITTEE AND NPC BRIEF 
COM MITTEE 


A. Not ready to meet with overall NPC Hospital Committee until questions 
raised have been answered and points of discussion established. 

B. Questions should be circulated before next meeting and answered. 

C. No meeting to be held with administrators or physicians until at least an- 
other meeting of this group. 

D. Reports to constituent bodies to be brief and of general nature. 

E. Statement requested from NPC as to its feelings on formulary, if possible, 
before next meeting (NPC has special committee on formularies). 

F. Tentative date for next meeting set for October 4, 1957. 


IX. LONG-RANGE PROGRAM 


A. General opinion that any considerations must be long-range and program 


should be planned for 2 or 3 year period which may lead to a permanent liaison 
group. 


APRIL 17, 1957. 
Mr. PauL PARKER, 


President, American Society Hospital Pharmacists, 
Washington, D.C. 


Dear Mr. Parker: The National Pharmaceutical Council since its inception 
has endeavored to benefit the public interest by promoting the highest profes- 
sional standards in the manufacture, distribution and dispensing of prescription 
medication and other pharmaceutical products. 

Our activities, up to this year, have been primarily with boards and colleges of 
pharmacy and pharmaceutical associations. This activity is now being ex- 
panded to provide for better understanding between hospital pharmacists and 
representatives of industry. I want to assure you and the members of the Amer- 
ican Society of Hospital Pharmacists that it is our desire to coordinate our 
activities with those of the society and endeavor to help increase the prestige 
of pharmacists in hospital practice. 

While there may be temporary areas of disagreement among representatives 
of our two segments of pharmacy, I do not anticipate any spirit of controversy 
to be evidenced in the program that may be initiated as I firmly believe that 
mutual problems can be presented around a conference table. 

I will look forward to working with you and your members. 

Sincerely, 


Ropert A. Harpr. 
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STATEMENT OF THE SPECIAL COMMITTEE OF THE AMERICAN Society oF HospPiITaL 


PHARMACISTS ON THE FORMULARY SYSTEM AND ALLEGED SUBSTITUTION, JUNE 
1957 


This is a statement of the special committee of the American Society of Hos- 
pital Pharmacists appointed to explore problems of mutual Interest with a spe- 
cial committee of the National Pharmaceutical Council. 

The purpose of this statement is to clarify the basis of the formulary system 
and to refute the charge of alleged substitution which is said to take place in 
hospitals operating under this system. 


DEFINITION OF SUBSTITUTION 


Substitution is defined by the National Pharmaceutical Council as follows: 
“Substitution is the dispensing of a different drug or brand of drug in place 
of the drug or brand of drug ordered or prescribed without the express permis- 
sion of the prescribing physician.” 
Thus, it follows from this definition that substitution takes place if: 
1. A different drug or brand of drug is dispensed. 
2. Without the express permission of the prescribing physician, 


In other words, two conditions have to be present in order for substitution to 
take place. 







DEFINITION OF PHARMACY AND THERAPEUTICS COMMITTEE 


The Pharmacy and Therapeutics Committee, composed of physicians and the 
chief pharmacist, is a committee of the medical staff which represents the offi- 
cial, organizational line of communication and liaison between the medical staff 
and the pharmacy department. This committee assists in the formulation of 
broad professional policies regarding the evaluation, selection, procurement, 
distribution, use, safety procedures, and other matters relating to drugs in hos- 
pitals. Specifically, the purpose of the committee is (1) to develop a formulary 
of accepted drugs for use in the hospital, (2) to serve as an advisory group to 
the hospital pharmacist on matters pertaining to the choice of drugs to be 
stocked, (3) to evaluate clinical data concerning drugs requested for use in the 
hospital, (4) to add to and to delete from the list of drugs accepted for use in 
the hospital, (5) to prevent unnecessary duplication in the stock of the same 
basic drug and its preparations, and (6) to make recommendations concerning 
drugs to be stocked on the nursing units and other services. 

This committee is one aspect of medical staff self-government. It is responsible 
to the medical staff as a whole and recommendations made by the committee are 
subject to medical staff approval. 


DEFINITION OF FORMULARY SYSTEM 


The formulary system may be defined as follows: 
“The formulary system is a method used by medical staffs of hospitals, work- 
ing through a pharmacy and therapeutics committee composed of physicians and 
the chief pharmacist, to evaluate and to select from among the numerous medic- 
inal agents available those that are considered most useful therapeutically, 
together with the dosage forms in which they may be administered most effec- 
tively.” 

Thus, under the formulary system, the pharmacy and therapeutics committee 
performs the same function for the medical staff of the hospital as the committee 
on scope does for the committee of revision of the Pharmacopoeia of the United 
States. 

CONCLUSION 


From an examination of the foregoing it may be seen that: 
1. The chief pharmacist in his role as secretary of the pharmacy and thera- 
peutics committee has a formal, organizational relationship with the medical 
staff which does not exist in other areas of pharmacy practice. 

2. The policies involved in accepting and dispensing drugs are under the con- 
trol of the medical staff. 

8. A policy to accept and dispense drugs under their generic names is approved 
by the medical staff. 
























al 


th 
fe 


eo 


a mo eee he Ue ee OP 


ADMINISTERED PRICES 11847 


4. This policy is similar to that used by the Pharmacopoeia of the United States 
and the National Formulary, as far as the acceptance of drugs is concerned. 

5. All members of the medical staff are informed of the policy. 

6. No deception is involved. 

7. By approval of a policy to accept and dispense drugs under generic names, 
the medical staff gives their express approval to this method, and 


8. Under such conditions substitution is not involved in the operation of the 
formulary system. 


HxuHritT 432 
FORMULARY SysTEMS IN HOSPITALS 
LEGAL ASPECTS 


(By Judge Victor Hansen, Assistant Attorney General, Department of Justice, 
Washington, D.C.) 


(Presented at round table sessions on formulary systems in hospitals at the 
convention of the American Hospital Association, Atlantic City, Oct. 3, 1957.) 

The Department of Justice has always shown an interest in anti-trust enforce- 
ment where the protection and improvement of the health of the people are 
involved. Our activities in recent years have included litigation involving drugs 
generally, medical services, and other fields of public health. In such litigation 
our primary purpose has been to prevent excessive and arbitrarily maintained 
prices for drugs sold to the ultimate consumer, as well as to prevent on a non- 
discriminatory basis the foreclosure of medical services and hospital services 
to the people. Our interest in the field becomes more pronounced with the 
development of the new “wonder drugs,” which have become vitally important 
in the treatment of serious diseases. 

The major emphasis in our work in this field has been directed against price 
fixing activities by manufacturers, wholesalers, and retailers of drugs. Indict- 
ments were returned in 1942 and 1943 against the National Association of Retail 
Druggists and other associations of retail druggists for conspiracies to fix 
retailers’ margins of profit on drug store items by fixing the retail prices of 
such items, and by fixing the prices at which the retailers purchased these items 
from the wholesalers. These drugstore items included patent and proprietary 
medicines, drug sundries, and simple home remedies. In both cases the associa- 
tions involved entered pleas of nolo contendere, and fines were imposed by the 
court. 

A similar indictment was returned in 1942 against the National Wholesale 
Druggists’ Association, charging that wholesalers’ margins of profit were main- 
tained by agreement, by fixing the wholesale selling prices of drug products, and 
by forcing manufacturers to fix the prices paid by wholesalers at levels demanded 
by the wholesalers. Again, in this case, pleas of nolo contendere were accepted 
by the court and fines imposed. 

At the manufacturing level, we have also recognized that we must prevent 
any rigid price system being imposed upon wholesalers and retailers. For exam- 
ple, in 1941 we returned an indictment against three drug manufacturers charg- 
ing that they fixed noncompetitive prices on drug sales of insulin direct to 
retailers, hospitals, and Government institutions, but also on resales by whole- 
salers and distributors and by retailers. And, in 1952, we filed a civil complaint 
against McKesson & Robbins alleging that it entered into written contracts with 
wholesalers competing with it, fixing minimum prices at which McKesson’s 
branded line of drugs, pharmaceuticals, and toilet preparations will be sold; and 
that it refused to sell its products to any wholesaler who does not agree to 
require its purchasers in turn to agree to maintain retail prices. 

These cases are part of an enforcement program that seeks to insure that the 
public will be able to obtain drug items at prices arrived at through competition, 
rather than prices dictated by agreement among competitors. 

The elimination of restraints domestically, however, cannot provide the full 
answer to competition, unless at the same time we seek to prevent international 
cartel activities which insulate the domestic companies from outside competi- 
tion. And so, as examples of our work in this field, mention should be made of 
the civil and criminal cases filed in 1941 in which manufacturers of hormones 
were charged with conspiring with certain European firms to prevent other per- 
sons from manufacturing or importing hormones into the United States, with 
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allocating among themselves various markets of the world for the sale of hor- 
mones, and with conspiring to fix noncompetitive prices for the sale of hormones. 
That same year, criminal and civil cases were instituted against four corpora- 
tions engaged in the pharmaceutical and drug business, charging them with agree- 
ments to limit and control production, and to allocate world territories for the 
manufacture and sale of such products as aspirin and its compounds. 

While most of these cases were filed a number of years ago, the Department 
is actively engaged at the present time in a number of investigations relating 
to the drug industry. Most notable among these is our investigation of the 
pricing practices of manufacturers of Salk polio vaccine, which includes in- 
quiries into the numerous identical bids submitted by these companies to Gov- 
ernment agencies. Equally significant is our investigation of the hormone and 
hormone intermediate industry, in which it is believed that a single enterprise 
is monopolizing the importation and sale of such products in the United States— 
products which are used in the production of drugs for treatment of arthritis 
and cancer and other diseases. 

Closely allied to our activity in the field of drugs is our interest in making 
available medical and hospital services to the public at reasonable cost by re- 
moving any artificial restraints imposed upon the furnishing of such services. 
The Department’s action against the American Medical Association in 1988 and 
against the Oregon State Medical Association in 1948 are atypical. In these 
eases the Government attacked conspiracies directed against private prepaid 
medical care and hospitalization plans. It was alleged that the associations 
expelled or threatened to expel from membership in the medical societies those 
doctors on the staff of such private health organizations, denied to such doctors 
consultation privileges with other doctors, denied these doctors access to hos- 
pitals, and by obstructing the efforts of such private organizations to procure 
qualified doctors. 

The Department in the past has received a number of complaints of a similar 
nature involving various medical societies, and we have made preliminary in- 
quiries into all of these situations to make sure that there are no obstructions 
to the work of such private medical care organizations. Similarly, we have 
received complaints involving the refusal to permit doctors to have access to the 
facilities of certain private hospitals on the basis of closed panels being operated 
by such hospitals. And with respect to such complaints, we have looked into 
each of them rather carefully to determine whether there is any justification in 
the complaint. We shall, of course, continue to survey this field, because we 
feel that it is extremely important for the public to have available medical and 
hospital services on a competitive basis, which will provide a climate for more 
reasonable costs to the user. 

With this background in mind we should assess the hospital formulary system 
in the light of our general antitrust objective. We should ask ourselves these 
questions—does this system provide for competitive bids or negotiated bids? 
Will this system make it possible for a single manufacturer to achieve a real 
monopoly of sales in the area where the hospital is located? Will this system 
actually result in lower prices to the hospital or a monopoly price? Will this 
system be an interference in the practice of the doctors using the hospital with- 
out staff position? Will this system make it possible for the successful manu- 
facturer to create a boycott against his competitors? Will this system have any 
substantial effect on the sales of a competitor’s product, if the hospital’s action 
is construed as a stamp of approval on the product of the successful manufacturer 
only? 

These are all practical considerations which merit study as far as any anti- 
trust implications are concerned. And, of course, of further relevance is the 
question whether the efficiency of hospital operations, the standards of hospital 
therapeutics, and general administration problems actually require a limitation 
of this nature on the dispensing of drugs. If the effect on the competitive pic- 
ture is slight as weighed against the requirements of efficient hospital ad- 
ministration, then it might be concluded that the practice is a reasonable one. 

I cannot, of course, give you a legal opinion on the question vis-a-vis the anti- 
trust laws, but can only point out to you areas of consideration for your further 
discussion. 
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Exursit 433 


NATIONAL PHARMACEUTICAL CoUNCIL, INC., 
New York, N.Y., December 5, 1958. 


MEMORANDUM No. 98, 1958 
To: Law Committee. 
From: John F. Bradley, Chairman. 


Enclosed is a brief report on the low committee meeting held on November 
5, 1958, for your files. 


REporT OF MEETING oF LAW COMMITTEE 
November 5, 1958 


A meeting of the law committee was held on Wednesday, November 5, 1958, 
in New York City. Fourteen attorneys were present representing 13 member 
companies as well as NPC’s General Counsel Breck P. McAllister, President Carl 
K. Raiser, Executive Vice President Newell Stewart, and Secretary W. EB. 
Powers. 

Messrs. Powers and Stewart reported generally upon their activities since 
the last meeting of the committee on March 28, 1958, including appearances at 
colleges of pharmacy, district meetings of boards and colleges of pharmacy, and 
other meetings. Mr. Stewart reported particularly upon the employment of 
William E. Woods as his assistant in hospital relations and upon the meeting 
on July 28 and 29 with the Dxecutive Committee of the American Association 
of Colleges of Pharmacy. 

Mr. Powers also commented upon the survey being made among member 
companies of discontinued and inactive products during the past 10 years and 
gave a summary of the figures received from 18 companies. President Raiser 
emphasized that the final report will be made to the board of directors who will 
determine whether any use should be made of the survey. 

President Raiser also reported upon a proposal he is presenting to the execu- 
tive committee concerning one of the suggestions made by the AACP group that 
the council sponsor a siminar for teachers of pharmacy administration. There 
is a lack of knowledge upon the functioning of the pharmaceutical industry in 
general; trademark, copyright, and patent procedures; NPC and its objectives; 
and other matters affecting the relationship of the pharmaceutical manufac- 
turers and other segments of the profession of pharmacy. 

The law committee considered the proposal as presented by President Raiser 
and recommended it to the executive committee for its favorable consideration 
indicating its cooperation if the proposal is adopted. 

Chairman Bradley commented upon the series of articles recently appearing 
in the Philadelphia Inquirer and the discussion centered principally upon the 
hospital incidents reported. It was emphasized that the board of directors 
had decided at a special meeting on October 14 to issue no statement at that 
time upon the council’s position concerning this publicity. The opinion was 
expressed that the council should prepare a statement of policy on formularies, 
but that this should be tabled until the law committee has an opportunity to 
meet with Mr. Woods. In the meantime, thought should be given by members of 
the law committee to the committee’s assignment to work up material for dis- 
tribution to hospital trustees. Those present were in general accord with the 
suggestion that there be some sort of liaison between the law committee and 
the legal staff of the AMA as a support to Mr. MecNeil’s work with the AMA 
administrative staff. 

Consideration was given to a draft of a proposed “Primer on Substitution” 
intended as a source of information for detail men and possibly for salesmen of 
wholesalers and students in colleges of pharmacy. This had previously been 
distributed to the members of the committee and several suggestions were made 
for its improvement. It was decided that each member should transmit his 
comments in writing to the NPC office so that a revised draft can be prepared 
to submit to the board of directors. 

There was also a discussion on the NPC definition for substitution in the light 
of a Colorado Board of Pharmacy regulation recently promulgated which covers 
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over-the-counter substitution in addition to that on prescription. It was de- 
cided to table this matter until the next meeting as here was doubt it would 
be advisable to revise the definition at this time since it has been used as a 
model in so many States. 


OXHIBIT 434 


NATIONAL PHARMACEUTICAL COUNCIL, INC., 
New York, N.Y., January 10, 1959. 


MEMORANDUM No. 4, 1959 


To: Board of directors and hospital pharmacy practice committee. 
From: Newell Stewart. 


On Wednesday, December 10, 1958, the hospital pharmacy practice committee 
met at the Waldorf-Astoria Hotel, New York City. The meeting was called by 
President Raiser in order for Mr. William E. Woods to review the hospital pro- 
gram with this committee and to develop ideas for future operations. 

Minutes of the meeting are attached to this memorandum. 

A summary of all previous activity by the National Pharmaceutical Council in 
the field of hospital pharmacy is being drafted and will be transmitted to the 
committee. This will include in brief ‘form a record of previous meetings of the 
NPC hospital committees and of joint meetings of NPC and ASHP representa- 
tives. In this manner all NPC representatives will be brought up to date on the 
status of the hospital relations program. It is hoped that such a summary will 
be useful to those who have been working on the program since its inception and 
particularly beneficial to new members of the committee. 

With the inauguration of the hospital relations activity on a full-scale basis 
it has been emphasized that the work of Bill Woods can be facilitated im- 
measurably by the aid of industry committee members. President Raiser and 
Mr. A. O. Scott, chairman of the hospital pharmacy practice committee, will 
designate from time to time such committees and committee members as are 
deemed appropriate and necessary. 


MINUTES OF HosPITAL PHARMACY PRACTICE COMMITTEE MEETING, NEW YorK 
City, DECEMBER 10, 1958 


The meeting was called to order by President Raiser at 2 p.m. Those in 
attendance were: 


E. M. Blake, product promotion manager, Lederle Laboratories. 

John F. Bradley, chairman, NPC Law Committee, division counsel, E. R. Squibb 
& Sons. 

G. Frazier Cheston, director, hospital service, Smith Kline & French Labora- 
tories. 

Daniel J. Fennelly, manager, Hospital Sales Department, McNeil Laboratories. 

Charles Harrell, sales manager, Bristol Laboratories, Inc. 

Hugh Harris, Abbott Laboratories. 

Richard Hull, market research, Smith Kline & French Laboratories. 

John R. Kenny, Jr., assistant manager, trade distribution, E. R. Squibb & Sons. 

Charles McDermott, vice president, Winthrop Laboratories, Inc. 

R. F. MeGrew, Abbott Laboratories. 

Jed L. Mees, hospital sales manager, CIBA Pharmaceutical Products, Inc. 

Daniel M. Minicucci, northeastern regional medical manager, Chas. Pfizer & Co., 
Inc. 

R. H. Noel, director, sales promotion, Bristol Laboratories, Inc. 

Charles V. Owens, field sales manager, Ames Co., Inc. 

Arthur F. Peterson, manager, sales and distribution, Geigy Pharmaceuticals. 

Owen J. Picton, director, trade relations, G. D. Searle & Co. 

William Pillings, Smith Kline & French Laboratories. 

Carl K. Raiser, president, NPC. 

Parke Richards, Jr., Professional Service Department, Hoffmann-LaRoche, Inc. 

Alfred C. Scott, manager, hospital sales, the Upjohn Co. 

Gerald M. Slade, manager, trade relations, Warner-Chilcott Laboratories, 

Newell Stewart, executive vice president, NPC. 

William E. Woods, assistant in hospital relations, NPC. 
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President Raiser extended a welcome and summarized previous meetings. 
He pointed out that these previous meetings had resulted in the selection of 
Wm. E. Woods by the National Pharmaceutical Council to take charge of NPC’s 
program in hospital relations. 

Mr. Raiser then reviewed Mr. Woods’ educational and experience background 
and stated that Mr. Woods would continue to study the past efforts of NPC in the 
field of hospital relations and try to crystallize the most practical approach with 
special attention being given to prescription filling in hospitals. 

He announced that Mr. Alfred C. Scott had been appointed chairman of this 
hospital pharmacy practice committee and as chairman of the committee, Mr. 
Scott will function in a liaison capacity between the committee and the coun- 
cil’s board of directors. Mr. Scott has accepted the committee chairmanship. 

Before introducing Mr. Woods and calling on him for comments, Mr. Raiser 
announced that the meeting would be open for full discussion of various points 
and the committee should follow as a ground rule the policy of not mentioning 
names of particular hospitals but that the discussions should be objective and 
of such a general nature as would lead to the development of a sound and 
practical policy concerning the practice of pharmacy in hospitals. 

Bradley : Agreed this ground rule should be followed. 

Woods: Reviewed previous meetings of NPC Hospital Pharmacy Committees 
along with the general results of the joint committee meetings of NPC and 
ASHP. Reference was made to some 50 suggestions developed at these previous 
meetings for assuring that hospital prescriptions are filled with the brand-name 
products appearing on the prescriptions. Special mention was made of some of 
the more important suggestions considered at past committee meetings. Woods 
commented that the work and suggestions of these committees had been ex- 
tremely beneficial to him and requested the continued cooperation of the hospital 
representatives. 

With respect to NPC’s future hospital relations program, the foundation 
stones should be cooperation with pharmacy, medical, hospital, and allied 
groups. The test for any activity by NPC should be: “Is the activity good for 
the profession of pharmacy?” The NPC hospital relations program will be more 
effective if we consider how industry can render better service to ‘the hospital 
pharmacist and ultimately afford greater health protection to all of the public. 
A sincere effort by both industry and hospital pharmacists to understand each 
other’s problems will certainly be in the public interest. 

The best approach to the many problems seems to dictate that the assistant 
in hospital relations should develop a conservative and cautious program for 
handling the problems. With this in mind, Woods pointed out that he intended 
to explore all of suggestions and possibilities. He stated that the immediate 
general problem was to ascertain how the following groups are affected by hos- 
pital formularies : 

1. Public. 
2. Physicians. 
8. Hospital boards of trustees. 
4. Hospital pharmacists, hospital administrators, and other hospital 
personnel. 
5. Retailers. 
. Boards of pharmacy. 
. Pharmaceutical industry and their rights accompanying ownership of 
trademarks. 

The foregoing seven general areas open doors for a lot of work and there 
is a strong need for more facts about each area. Woods hopes to start out by 
collecting specific information on which to base judgment and on which the 
council can determine policies. 

In concluding, Woods urged the members of the hospital pharmacy practice 
committee to bring to his attention hospital pharmacy problems that develop 
in ‘the field. He then asked for comments from the committee on their feelings 
about this general approach. 

Raiser: Opened the meeting for discussion and asked for questions and 
comments. 

Scott: Stated he had been impressed with what Woods had developed in the 
short time and approved of the general approach. He suggested that all com- 
mittee members express themselves on the seven areas recommended for 
exploration. 
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Raiser: Observed that it had been suggested that another joint meeting of NPC 
and ASHP might be held. Stated he was certainly not opposed to such a 
meeting but he thought it should be held only if we have something definite to 
present. He referred to the problems in applying the NPC substitution defini- 
tion to formulary activity in a hospital. 

Bradley: Agreed with Raiser’s statement. Also pointed out that some States 
use “express permission” in their definition of substitution appearing in statutes 
and thought in such States our position is strengthened. 

Raiser: NPC is not against formularies but are in favor of prescriptions in 
hospitals being filled with drug called for. 

Picton: Prior to Wood’s association with the council, NPC had gone about as 
far as it could go without further information. He felt we are on proper ground 
if we work in the seven areas previously suggested. 

Blake; Some hospital pharmacy leaders maintain that brand name drugs 
are dispensed when writen on prescriptions even if a formulary is in use in the 
hospital. They explain that the formulary is only a guide and not a restrictive 
instrument. Industry would appreciate this approach being adopted by all 
hospitals. If the formulary is correctly used only as a guide, then more hospi- 
tals should know about it and use it as such. 

Mees: Formulary should be an educational tool rather than an economic 
instrument. 

Kenny: Generic names should be cénsidered in Woods’ work. Is there any 
justification to some claims that all products with the same generic name are 
equal? Where do we draw the line? 

Owens: Isa collection of formulary misuses practical? 

Noel: The physician should receive the drug ordered. Very concerned about 
the misuse of a formulary. 

Owens: Explore the possibility of industry represenatives lecturing in the 
graduate schools in hospital administration. Tell our story and explain why 
brand name specification should be respected. 

Harrell: Medical profession entitled to have their prescriptions dispensed as 
written. Some State governments have published a formulary. Facts should 
be assembled about purposes and use of any formulary used in State institutions. 

Blake: Would like a full report on the points of accreditation allowed hos- 
pitals with formularies. Has this procedure been reviewed with hospital 
authorities? 

Fennelly: Thought basic idea behind the formulary was the use of it as a 
teaching aid in medical schools who are teaching use of generic names. 

Harris: Some medical schools do have a program of establishing trade 
names and use company literature in 4th year courses of medical school. 

Noel: Would like report on Veterans’ Administration formulary. How exten- 
Sively is it being used? 

Mees: How many formularies are in use in the country? 

Hull and Blake: Did not think they were widespread in use. 

Mees: Not as many formularies as he had expected to find and the thera- 
peutics committees in many hospitals are not well organized and functioning 
with regular meetings. 

Scott: Most rigid use of formularies in teaching hospitals. 

Kenny: Some hospitals and some hospital pharmacists feel one of duties of 
hospital pharmacist is to write a formulary. 

Noel: Who teaches how to write a formulary? Do our colleges of pharmacy? 

Blake: Thought resident schools do require a formulary. 

Raiser: There is a tremendous number of areas in the hospital field which 
affects pharmacy on which we don’t have much information. Felt we had the 
need for one individual to analyze the whole program. 

Minicucci: The NPC objectives should be peaceful coexistence with ASHP 
leaders, Asked for information of NPC meetings with ASHP representatives. 

Raiser: Emphasized that our original concept was cooperation when we met 
with ASHP. Should reissue to this committee a recapitulation of all notes, 
minutes, speeches, etc., which resulted from previous work on hospital relations 
problem. 

Minicucci: Feels we should utilize the ASHP to help elevate the standards 
of hospital pharmacy. ; 


Blake: Is there a formal method of notifying ASHP about what Woods is 
going to do? 








ADMINISTERED PRICES 11853 


Scott: Felt that hospital administrators should not be approached until we 
have exhausted the approach with the hospital pharmacist. 

Raiser: Woods will continue to collect information and facts to add to our 
knowledge. 

Picton: Felt we should approach the whole proposition in an easy manner 
and by displaying a spirit of cooperation. Liked Woods’ presentation of the 
general way he intends to handle the problem. Anticipated much good from 
NPC’s program in hospital relations. 

Raiser: Maybe Woods should meet with ASHP executive committee. 

Richards: Probably better for Woods to meet with a few members of the 
ASHP executive committee than to meet with the entire committee at one time. 
Several small meetings would cover entire executive committee. 

Scott: After a recapitulation has been distributed, we should have another 
meeting of the NPC hospital committee. 

Kenny: Would like for Woods to send releases, reports, and information to 
committee members when new data is available. 

Woods: Plans are to send out releases and keep committee informed. 

Cheston: We should accumulate facts and even set up certain hospitals for 
collecting statistical information on a pilot study basis. 

Raiser: We may develop a questionnaire to help us get answers to some of 
these questions. 

Hull: Industry does not have a lot of reliable data on hospital area. A 
special effort to correct this situation is needed. 

To assist Woods with the development of this program, Chairman Scott 
appointed a contact committee to meet regularly, perhaps monthly, with Woods. 
The committee members will be Messrs. Blake, Cheston, Kenny, Mees, and 
Richards, with Mr. Scott serving as chairman. 


BxuHipit 435 
MEETING OF HospiITaAL CONTACT COMMITTEE 
Monday, January 26, 1959 


1. Report on NPC hospital relations activity. 
(a) Contacts and comments received. 
(b) Suggestions by hospital pharmacists. 
2. Establish system for periodic reports on hospital relations program. (Also 
release of names of committee to pharmacy journals. ) 
3. Establish time for meetings of contact committee. 
4. Projects referred to in memorandum to contact committee, January 7, 1959: 
(a) Effect and implications of American Hospital Formulary. 
(b) Collection of library of hospital formularies. (Prescription blanks 
with statement “use generic equivalent, ete.” printed on blank. ) 
(c) Project to realistically demonstrate manufacturing costs in hospital 
pharmacies. (Hospital expenditures where brand names dispensed.) 
(d) Application of pharmacy laws to hospital pharmacies. 
5. Determine action to be taken on following: 
(a) Obtaining copy of audit report by Clif Latiolais. 
(b) Public relations program for industry to show that cross licensing 
and related industrial practices are in the interest of public health. 
(c) Subjects of interest to hospital pharmacists that NPC representatives 
could speak on or use as an agenda for future NPC-ASHP meetings. 
(d) Future meeting of NPC and ASHP committee—time and place. 
(e) Don Francke’s suggestions : 
1. Survey of detail men. “Effect of formulary system on industry.” 
2. Agency or committee to consider complaints from both groups. 
3. Model section on hospital pharmacy for State pharmacy laws. 
(Trygstad presidential address and ASHP resolution. ) 
(f) Advisory councils of hospital pharmacists for State boards. 
(g) Would information in Neilson surveys be useful to NPC hospital rela- 
tions program? 
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(h) How to get industry’s position before teachers in hospital administra- 
tion schools and medical schools. 

(i) Industry suggestions requested by Joe Oddis of AHA re: 

1. Industry seminar. 
2. “AHA Manual of Operations for Hospital Pharmacies” (sections 
on displaying and detailing in hospitals). 

(j) Professional code for hospital pharmacists and industry representa- 
tives. 

(k) Standardization of catalog systems and size of folders for medical 
promotion literature. 

(1) Study of prescription writing systems, i.e. generic names, brand 
names, or combinations of both. (Use of brand names with company name 
added when doctor does not authorize generic equivalent.) 

(m) Mislabeling in hospital pharmacies. (Brand name on Rx label 
when competitive generic name drug dispensed. ) 


ExuHisit 436 
NPO HospiTat Contact COMMITTEE MEETING 
NPO Office, Monday, January 26, 1959 


The meeting was called to order by Chairman Scott at 2 p.m. Those in at- 
tendance were: Messrs. Scott, Blake, Cheston, Kenny, Mees, Richards, Stewart, 
and Woods. 

1. Decisions concerning agenda listed in Bill Woods’ memorandum of January 
7, 1959, to contact committee: 

(a) Members will review the American Hospital Formulary when it is 
mailed. Their interest in this formulary, as with any other formulary, will 
be to ascertain its effect on the pharmaceutical companies and their 
products. 

(b) Committee members will gather a collection of 60 to 100 hospital 
formularies for the NPC office. 

(c) Committee will forgo at this time consideration of a project to real- 
istically demonstrate manufacturing costs in hospital pharmacies, it being 
felt that the formularies and attendant problems are more pressing. 

Committee members will discuss with their economic research associates 
the most feasible way to examine the effect brand-name purchasing has on 
the annual expenditures of a hospital pharmacy. Studies and conrelations 
in particular hospitals may furnish fhis information. This project will be 
considered again at next meeting. 

(d) It was decided that Bill Woods should contact Vernon Trygstad, in- 
coming president of ASHP, and pursue the idea of State pharmacy laws 
being made applicable to hospital pharmacies. NPC willingness to encourage 
creation of advisory councils of hospital pharmacists for State boards would 
also be discussed with Trygstad. 

Further consideration will be given at next meeting to hospital pharmacy 
internship programs because of industry’s interest in this phase of hospital 
pharmacy. 

2. Bill Woods discussed recent visits and conferences he has had with various 
leaders in hospital pharmacy. He reported suggestions he had received and 
asked the committee for their advice in determining action to be taken on these 
suggestions. 

Committee action on special projects, including action taken on the suggestions 
received by Woods: 

(a) Woods will notify American Hospital Association that industry represent- 
atives would appreciate an opportunity of setting forth their position concern- 
ing detailing and displaying policies in hospitals. This action stems from 
Woods’ recent conversation with Joe Oddis, pharmacy consultant for AHA, who 
is working on an AHA manual of operations for hospital pharmacies. The 
manual will have a section on detailing and displaying in hospitals. Oddis 
agreed to discussing this section with industry before final draft is prepared. 

Woods also told of a conversation with Oddis wherein it was learned vf pro- 
posed plans being considered by AHA to hold a seminary for officials of the phar- 
maceutical industry. At such a seminar with registration fees a hospital trustee, 
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top administrator, an outstanding physician serving as chief of medical staff, 
and a representative of an insurance company would provide industry leaders 
with general information on hospital activities as they relate to hospital pharmacy 
problems. Oddis had requested industry’s reaction to such a seminar as it 
would not be pursued by AHA unless interest is evident. The contact com- 
mittee members deferred action on this proposal until next meeting so that dis- 
cussions might be had in the meantime with their company officials and associates. 

(b) NPC to release to trade and professional journals names of members of 
NPC Hospital Contact Committee and NPC’s Hospital Pharmacy Practice Com- 
mittee. This release will also be sent to NPC member companies along with 
a condensed statement regarding NPC objectives and its activities in hospital 
relations. The committee is of the opinion that such information should be 
transmitted by member companies to each of their detail men who call on 
hospital pharmacies on either a full-time or part-time basis. 

(c) Woods to draft a hospital formulary definition and transmit it to contact 
committee members for suggestions. It was felt NPC might be called upon for 
their position regarding such a definition and the preliminary work should begin 
at once. 

(d) Woods to proceed with preparation of a questionnaire for hospital phar- 
macy detail men. The first draft of such a questionnaire was shown to committee 
for comments. Several brief questionnaires will probably be more effective than 
one lengthy inquiry. As the questionnaire forms are developed they will be 
submitted to contact committee members for discussion with their economic 
research departments and other associates. 

(e) An attempt will be made by Ed Blake to obtain a copy of the hospital 
pharmacy audit by Cliff Latiolais. 

(f) Committee members thought it would be advisable for NPC to work on 
some project which would be a recognized special service to ASHP. A filmstrip 
to aid hospital pharmacists in the recruitment of pharmacy graduates was 
believed to have great appeal. By attracting pharmacists into the specialty of 
hospital pharmacy, the film would be a service to ASHP. Bill Woods will gather 
information and report on the possibilities of the film at the next meeting. 
Members did not think such a project could be completed in less than a year. 

(g) Plans for another NPC-ASHP meeting should be withheld until a definite 
agenda can be determined. 

(h) Discussion on release of the Michigan Board of Pharmacy hospital regu- 
lations in the January 12, 1959, issue of American Druggist. Woods and Stewart 
were asked to obtain more information relative to the Michigan board’s plan 
of future action in this area and report back at the next meeting. 

(i) Discussion pointed up need for effective presentation of industry’s position 
and policies in colleges of pharmacy, medical schools, and schools of hospital 
administration. Newell Stewart, in explaining the purposes of the pharmacy 
education-industry forum, emphasized that this is one important way in which 
industry expects to bring the research and control policies of industry to the 
attention of academic institutions. How to make such information available to 
medical schools and schools of hospital administration will be a continuing 
project for the contact committee. 

3. Next meeting of contact committee will be in NPC office 10 a.m., Monday, 
March 2, 1959. 


ExHIsitT 437 
LEGAL QUESTIONS CONCERNING HosprTaL PHARMACY PRACTICES 


1. Does the dispensing of so-called generic equivalent drugs under policies 
set forth in a hospital formulary create an infringement of a trademark or 
trade name and do certain formulary practices and policies create unfair 
competition? Does the hospital have the power to authorize the dispensing of 
generic equivalent drugs and may a physician’s permission be obtained prior in 
time to his writing the order? 

2. Is there an element of coercion or duress present when a hospital estab- 
lishes as a condition precedent to an individual physician’s becoming a member 
of the staff a requirement that he sign an agreement that generic equivalent 
drugs may be dispensed to his patients? 









11856 ADMINISTERED PRICES 





38. What should be industry’s position concerning hospital pharmacy labeling 
practices whereby the pharmacist types on the label the generic name of the 
drug dispensed, the trade name of the drug prescribed but not dispensed and 
the trade name of the drug dispensed? Is this trademark infringement? 

4. When a label bears the name of both the trade name drug prescribed and 
the generic equivalent, can a company adequately defend itself in product 
liability cases? Here the container may be empty and it may be difficult to 
ascertain which drug or brand was actually dispensed. 

5. When individual hospital formularies or combinations of hospitals using 
a single formulary encourage the dispensing of generic equivalent drugs in 
place of or in disregard of trade name drugs, does a contravention of antitrust 
laws exist? 

6. Does the dispensing of a drug or brand of drug other than the one ordered 
by the physician, even where a formulary exists, operate to place liability on 
the hospital or any of its personnel when the personal injury liability question 
is being litigated? 


EXHIBIT 438 


The NPC has never taken an official position on hospital formularies. At 
meetings NPC representatives usually point out that they are not opposed to 
formularies where they are used only as an educative technique by hospitals; 
i.e., in offering pharmacology and therapeutics training to residents, interns, 
nurses, and other hospital personnel; the point being that a voluntary formu- 
lary which does not restrict the prescribing habits of a physician is actually 
none of industry’s business. 

While it may be debatable whether a hospital can have a formulary without 
generic equivalent dispensing, it is the latter that brings greatest concern to a 
company official. The companies only ask that every pharmacist, retail and 
hospital, dispense the trade name product as prescribed and that a so-called 
generic equivalent not be dispensed. This philosophy is adhered to regardless 
of whether a hospital has published and distributed to its medical staff a 
formulary or drug list in any form. 

The individual companies believe it is in the public interest to require that 
the prescribed drug must be dispensed. This position is taken because the 
prescribing prerogative of the physician should remain inviolate. If a physi- 
cian does not care which brand of the many generic equivalents is dispensed, 
then why doesn’t he prescribe by generic name instead of a trademarked prod- 
uct? Too, there has been a complete failure on the part of a large majority 
of the hospitals to show that anyone in“the hospital has time, training, equip- 
ment, or ability to analyze many of today’s potent drugs and determine whether 
the drug prescribed and the so-called generic equivalent drug proposed for 
substitution are in fact equivalent either chemically or pharmacologically. 

In some hospitals an outgrowth of the formulary equivalent dispensing sys- 
tem has been the placing of trade names on containers when such trademarked 
product has not been dispensed. This practice is probably opposed by every 
knowledgeable representative of reliable pharmaceutical manufacturers be- 
cause it is misleading to the physician, nurse, and patient regardless of whether 
it does violence to the trademark or trade name belonging to a company. 





Exnutsir 439 
Dicest ofr NPC Law SuBCcOMMITTEE MEETING 
Monday, April 13, 1959 


The meeting was called to order by Chairman Bradley at 10 a.m. Those in 
attendance were: Messrs. Bradley, Galbally, Hosick, Lee, Leininger, Stewart, 
and Woods. 

The committee considered the ways in which trade name and trademark rights 
are affected by: 

1. Hospital dispensing of so-called generic equivalents. 

2. Prescription writing systems. 

3. Labeling systems. 
4. Formulary systems. 
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The committee decided that legal opinions on the foregoing and certain other 
related problems are now needed by NPC. Such opinions would greatly benefit 
the NPC Board of Directors in determining future NPC action in the hospital 
field. The opinions would be especially important in evaluating whether the 
hospital dispensing of generic equivalents should be dealt with from a legal or 
public relations point of view. 

Subcommittee Chairman Bradley was requested to prepare a list of the 
opinions needed and present them along with estimated costs to the NPC Board 
of Directors on May 15, 1959, for consideration. 

Issues discussed by the subcommittee on which legal opinions are needed are 
as follows: 

1. Whether the dispensing of generic equivalent drugs under policies set 
forth in a hospital formulary create an infringement of a trademark or trade 
name; whether certain hospital formulary usages create unfair competi- 
tion (it was thought an opinion on these questions could be provided by the 
law firm of Rogers, Hoge & Hills). 

2. How would a question of product liability be resolved where a generic 
equivalent drug is dispensed in place of a trade name drug prescribed? If 
the label bears both the name of that trade name drug prescribed (but not 
dispensed) and the generic name of the drug, does the manufacturer of the 
trade name drug continue to be liable under the product liability doctrine? 

3. Does the use of an individual hospital formulary or the combined efforts 
of many hospitals to create the widespread use of formularies encouraging 
the dispensing of generic equivalent drugs in place of or in disregard of trade 
name drugs establish any conditions that would contravene the antitrust 
laws? For public relations reasons the opinion should be requested as con- 
cern over unfair competition rather than antitrust violation. (The subcom- 
mittee felt this question should be referred to Mr. McAllister for an opinion.) 

4. Should injury, drug reaction, or death result in a case where a generic 
equivalent drug has been dispensed in place of a trade name drug, what 
liability would the hospital, hospital pharmacist, physician, nurse, and other 
hospital personnel have in a suit seeking damages in a tort or malpractice 
action? (This question would be referred to a law firm experienced in de- 
fending such cases.) 

The subcommittee considered the matter of NPC endorsing a program which 
would encourage States to add a hospital pharmacy section to the State phar- 
macy laws. The committee saw no objection to such a program but felt it was a 
policy decision that should be referred to the NPC Board of Directors. 


ExursitT 440 


NATIONAL PHARMACEUTICAL COUNCIL, INC., 
New York, N.Y., July 23, 1959. 
Mr. JOHN F. BRADLEY, 
E. R. Squibb & Sons, 
New York, N.Y. 


DEAR JOHN: As a result of discussions at the recent meeting of the law sub- 
committee and of several recent conversations I have had with you, Newell, Carl, 
and John Galbally, the idea has evolved of a law committee meeting where several 
lectures and papers would be given. The aim would be to familiarize the law 
committee members with the hospital sales picture and to inform key sales and 
NPC officials with the legal issues involved in hospital activity. 

It is hoped from such an approach we can eliminate the need for outside legal 
opinions—certainly on most of the legal questions which have been raised. 
From such a meeting a consolidated approach satisfactory to both sales and 
legal representatives might be hammered out which would be a basis for future 
discussion between NPC personnel and physicians and hospital pharmacists and 
administrators. 

The meeting may demonstrate that a new NPC definition of “substitution” is 
needed or that present State laws should be amended to prevent substitution in 
hospitals in the filling of outpatient prescriptions and to put this part of hospital 
operations on the same basis as a retail pharmacy. 

Would you please look over the attached first draft proposal for such a meet- 
ing and let us have your reaction. This approach would seem to incorporate 
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the ideas of all concerned. You may want to talk with Newell, John Galbally, 
and Carl. 

I will be back in the office August 10 and can correlate the ideas we have 
received. Copies of this letter and the proposal are being sent to the various 
people who would be principally concerned with this project. 

Without a doubt I have included more on this suggested program than can be 
presented in 1 day but I would rather you and the others concerned decide what 
is more important to industry people. 

Very sincerely yours, 






































Wo. E. Woops, 
Assistant in Hospital Relations. 


ExHIsItT 441 


TENTATIVE PROPOSAL FoR LAw COMMITTEE SEMINAR 





Several recent developments and conversations indicate a need for the crystal- 
lization of a broad NPC policy in hospital relations into which blends both sales 
and legal positions. Since several legal issues have arisen there are many ad- 
vantages in letting the full law committee consider these legal questions. There 
would be additional value in having a few top sales people sit in on such a 
meeting of the law committee so we may be sure that no legal position will be 
pursued which should be rejected because of overriding policy or marketing 
reasons. 

The following proposal concerning such a meeting is for your comments, sug- 
gestions, and criticisms. 

1. Name of meeting: NPC Law Committee Seminar. 

2. Meeting place: Away from New York. Perhaps at a hotel or in a resort 
area. Lecture room style: lectern, microphone, attendees to be seated at tables 
where they can take notes. 

3. Meeting date: One-day meeting sometime during first 2 weeks of October, 
so that the recommendations arising from the meeting can be transmitted for 
the November meeting of the executive committee. 

4. Number attending: Approximately 35. (Twenty-one members of law com- 
mittee plus staff and few officers and few sales people. It is possible that each 
member of the law committee might want to bring a representative from the sales 
department of his company in which case the total number could be around 45.) 

5. Aims and objective: To clear out the legal underbrush and evaluate the 
legal points affecting hospital sales and the drug dispensing system in hospitals. 
To determine what legal rights industrY may have in this area and decide 
whether there are marketing or public welfare considerations which would 
prohibit the pursuance of such legal rights. The problems might be considered 
from both short- and long-term viewpoints. For example, industry’s position 
may depend on whether ethical sales to the hospitals remains at 25 percent or 
whether they are expected to increase to 50 percent in 10 years. From such a 
meeting could come a firm policy—or at least the recommendation of such a 
policy to the NPC Board of Directors. 

The policy would be in the best interest of the patient and the physician. It 
would not have to be critical of hospitals or of hospital pharmacists. 

A platform might be decided which would be acceptable to the leaders 
in hospital pharmacy and which would embody both some compromise and some 
legal strengthening of industry’s position. For instance, a moderate position 
on hospital formularies may bring about the cooperation of leaders in hospital 
pharmacy and they might even support our views on industry’s legal position 
in areas where unreasonable hospital pharmacy practices are prevalent. Where 
a hospital pharmacist is operating in the most ethical and professional sense 
industry should make an all-out effort to help the hospital pharmacist become a 
more important member of the hospital administrative staff. 

Recent discussions indicate the need of such a meeting to consider these 
matters. The law committee cannot act on legal points unless they have a broad 
scale briefing on the marketing picture. The sales people would like to know 
what legal rights they have. This approach would bring all heads together and 
eliminate the need of going to outside counsel for legal opinions 

Some of the papers presented might become the basis for a later forum meet- 
ing with leaders of AMA or hospital pharmacists or administrators. 
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6. Program: 9 a.m. to 5 p.m. 

9-9 :10: Overall statement of NPC policy—President Carl K. Raiser. 

9:10-9:20: Activity of NPC Law Committee—Chairman John F. Bradley. 

9:20-9:40: Résumé of sales policies employed in hospitals with cautions 
that should be observed in approach to legal problems. May wish to encourage 
legal aggressiveness where important legal principle is involved or where there 
is an indication that physicians expect industry to protect physicians’ preroga- 
tive. Could give prognosis on effect of closed panel hospitals, outpatient pre- 
scription filling by hospitals and effect of national hospital formulary. Speech 
by the president of a company or a member of the NPC Board of Directors. 

9:40-9:55: Review of findings in Gosselin survey. (Indications are that physi- 
cians in some hospitals would be pleased to have industry or somebody make it 
possible for their patients to get what they prescribe. This would enable at- 
torneys to evaluate whether the physicians might be sympathetic to any legal 
steps taken by industry.) R. A. Gosselin or A. C. Scott Woods. 

9 :55-10:10: Recess. 

10:10-10 :25: Does hospital have power to authorize a hospital pharmacist to 
dispense so-called generic equivalents? Reference to whether a physician’s per- 
mission to dispense a generic equivalent may be given prior in time to the writ- 
ing of the order. (Member of law committee. ) 

10 :25-10:40: Does the dispensing of generic equivalent drugs under policies 
of a hospital formulary create infringement of a trademark. Discussion of legal 
remedies, if any, with appropriate references to the subject of unfair competition. 
(Member of law committee. ) 

10 :40-10 :55 : May a physician’s signing of hospital’s regulations and bylaws be 
considered a contract void ab initio by reason of coercion. (Member of law com- 
mittee. Ray McMurray is referring to this in his talk at the N.P.C. forum.) 

10 :55-11 :15: Discussion of pilot study of formularies to determine instances of 
equivalents not being equivalent. (Ten minutes each by John Bradley and 
John Galbally.) 

11 :15-11 :30: Malpractice liability or other liability of hospital personnel where 
a generic equivalent drug is dispensed and personal injury results. (Member 
of law committee. ) 

11 :30-12 :45: Discussion led by moderator. (Moderator should be familiar 
with broad policies of industry and able to lead discussion of these legal issues. ) 

12 :45-1:45: Lunch. (Statement by Dr. Austin Smith on A.M.A. views concern- 
ing hospital formularies and how A.M.A. originally intended for a hospital 
formulary to be used. Reference to commission on accreditation. ) 

1:45-2: Labeling problem. What should be industry’s legal or policy positions 
with respect to hospitals placing a trade name on a label when the trade name 
item is not dispensed but a so-called generic equivalent is dispensed. Reference 
to product liability questions when the contents of a bottle are gone and the 
trade name on the prescription label may not be the brand dispensed. (Member 
of law committee. ) 

2-2:15: Discussion of dual standard of boards of pharmacy. (Member of 
law committee or Newell Stewart or Bill Powers. ) 

2:15-2:30: Critique on Judge Hanson’s 1957 speech at AHA raising antitrust 
question about hospital formularies. (Breck McAllister.) 

2 :30-3 :30: Discussion led by moderator. 

3:30-3:45: Review of day’s seminar and statement of conclusions. (Modera- 
tor.) 

3:45-4: State of recommendations which law committee wishes to have trans- 
mitted to N.P.C. board of directors or N.P.C. executive committee. (Chairman 
of law committee. ) 

4-4:15: Closing statements. (President Carl K. Raiser.) 


Exursir 442 
SuMMARY OF MEETING HeEtp ON Fesrvary 15, 1957 
A. SUBSTITUTION 


1. As defined by NPC a serious problem exists in hospital pharmacies, 
although hospital pharmacists themselves do not consider their practice of 
supplying so-called equivalents as being “substitution.” 
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2. Economics is possibly principal cause. 
money-making areas in a hospital. 
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The pharmacy is one of the few 


B. FORMULARIES 


= Are here to stay and will eventually be adopted in all hospitals of any 
size. 

2. A definition of what should constitute a “formulary” is sorely needed, 
which must be acceptable to all groups concerned, as often so-called equivalents 
have different side effects and may even be an entirely different drug. 

3. Should support be given to the proposal being studied for a uniform 
national hospital formulary? 

4. Suggestion all brand names be listed in formulary under generic name. 

5. Therapeutic committee in its operation has the approval of the medical 
staff. Secretary, who is usually pharmacist, has quite a bit of authority and 
power. 


C. HOSPITAL PHARMACY REGULATION 





1, Very few State boards of pharmacy have adequate jurisdiction. A study is 
to be made of all State laws to determine whether NPC should cooperate to 
obtain more adequate regulation. 

2. Hospital pharmacists apparently prefer regulation by the board of phar- 
macy and probably would look with favor upon any activity which would ele- 
vate their standing and the practice of hospital pharmacy. 

8. Manufacturing in hospitals of drug products being expanded and frequently 
insufficient control of quality. FDA becoming interested, and this is another 
area in which there should be more regulation, especially on State level. 
Doubtful there is a full realization of costs. 


D. EDUCATIONAL PROGRAM 


1. While there is agreement as to the value of such a program, there is dis- 
agreement as to who should be educated—the hospital pharmacists, the phy- 
sicians, or the administrators. There is a reluctance to go over the pharmacist’s 
head, as often he orders the drugs. However, there is a feeling the physician 
is not too happy with his position in the middle and does not realize or con- 
done the practices which are carried on in the guise of economy. 

2. New booklet, “24 Reasons Why Rx Brand Names Are Important to You,” 
deemed an educational approach. 
8. No further publicity to be given at this time to activities, of NPC. 


E. BRIEF TO TELL THE STORY OF BRAND NAMES 





1. Committee to be appointed of members representing companies with large 
PR departments to prepare a manuscript to circulate among hospital phar- 
macists. 

2. President Hardt suggested Lederle, Squibb, Pfizer, Upjohn, SKF and 
Merck-Sharp & Dohme. 


F. MEETING WITH HOSPITAL PHARMACISTS 





1. Such a meeting should be called after NPC committee meets again. Dif- 
ference of opinion as to who should be invited. Advisory Committee to Divi- 
sion of Hospital Pharmacy of A. Ph, A. suggested, but it includes two admin- 
istrators, two from A. Ph. A. and four hospital pharmacists. Executive Coni- 
mittee of ASHP is a representative group of hospital pharmacists. Suggestions 
to be sent to Robert Hardt of pharmacists to be invited, if done on an individual 
basis. 

2. At present a hard core of not more than 25 hospital pharmacists deter- 
mine policy but do not necessarily reflect opinion of their group. 


G. OPINION RESEARCH SURVEY 






1. Consensus survey should be made of attitudes, but not ready at this time. 
Facts to be gathered together first and then determination made as to type 
of survey, group to be surveyed, etc. 
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2. Suggestion that survey be made under joint auspices of NPC and pos- 
sibly ASHP. Some hospital pharmacists and administrators already on de- 


fensive and might be difficult to obtain frank and honest answers if NPC spon- 
sored alone. 


ExuisitT 443 
Fesruary 21, 1957. 
To: The Brief Committee of NPC: Mr. E. Burns Geiger, chairman, Mr. John 


Kenney, Mr. Frasier Cheston, Mr. Alfred C. Scott, Mr. E. M. Blake, Mr. 
Frank Walton. 


GENTLEMEN: As promised during our meeting last Friday, I am officially ap- 
pointing the so-called brief committee. Incidentally, if any of you can think of 
a better name for this committee, I will be glad to have your suggestions. 

As I see it, the function of this committee should be as follows: 

1. Assemble convincing data which will impress hospital pharmacists 
and others with the fact that the use of brand-name products is in their 
interest as well as that of the patient. 

2. Compose a brief using these data which would be interesting as well 
as convincing and which would be quite objective and accurate. 

3. The brief should be written in such a way that it could be circulated 
among hospital administrators, hospital pharmacists, hospital trustees and 
directors, medical staffs of institutions, and to pharmaceutical detail men 
and salesmen. 

4. We should keep in mind that the boom in hospital care through insur- 
ance plans has been so rapid that legislation and health professions have been 
laggard in their insistence in rules and regulations comparable to those that 
restrict other professions. However, our brief should not, as I see it, con- 
sist primarily of propaganda for such legislation but rather should tell the 
story of the manufacturer’s products and brand names. 

I am sure that you will be able to get some worthwhile assistance from your 
PR people, and Newell Stewart and I want you to know that the facilities of 
the NPC offices are available for any meetings which Chairman Geiger may wish 
to call. 

I hope you will accept appointment to this committee and I feel certain you 


will enjoy the work on this project. 
Sincerely, f 


Rosert A, Harpt, President. 


EXxuHIsit 444 


FEBRUARY 24, 1959. 
Mr. ALFRED J. DUNCAN, 
Secretary, Arizona State Board of Pharmacy, 
Phoenia, Ariz. 


Dear Dunc: Thanks a lot for the information you sent me relative to the 
California Board of Pharmacy’s action on hospital formularies. I think it isa 
most interesting approach and certainly one that could readily be adopted by all 
boards of pharmacy. It has always been my belief that our boards should exert 
regulatory control over all places that dispense drugs and I was delighted with 
the action taken by the California board. 

Let’s bring this up at the district meeting. 

Give my love to all of your girls and Marge too, 

Sincerely, 
NEWELL STEWART. 


ARIZONA STATE BOARD OF PHARMACY, 
Phoenia, Ariz., February 17, 1959. 
NEWELL STEWART, 
Ewecutive Vice President, National Pharmaceutical Council, 
New York, N.Y. 


Dear NEWELL: In case you haven’t already noticed it, I thought you might 
be interested in a statement in the California pharmacy magazine, February 
1959, concerning hospital formularies and the board of pharmacies cognizance 
of them. The paragraph states: “while the board cannot object to hospital 
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formularies, they do insist that prescriptions, or charted orders must be written 
for the drug by its generic name. Substitution of a product ordered by trade 
name would be in violation of rules and regulation (1716b).” 

Yours very truly, 


ALFRED J. DUNCAN, Secretary. 


OTHER MATERIAL 


CURRICULUM VITAE 


Name: Charles O. Wilson, B.S., Ph. D. 

Address: 209 Stamm Lane, Corvallis, Oreg (home); School of Pharmacy, 
Oregon State College, Corvallis, Oreg. (business). 

Born: January 25, 1911, Bothell, Wash. 

Education: B.S., College of Pharmacy, University of Washington, 1934; M.S., 
Department of Bacteriology, University of Washington, 1935; Ph. D., College of 
Pharmacy, University of Washington, 1938. 

Pharmacist: Registered in State of Minnesota, State of Texas, State of Wash- 
ington, Washington, D.C. 

University appointments: George Washington University, 1938-40; Univer- 
sity of Minnesota, 1940-48; University, of Texas, 1948-59; Oregon State College, 
1959-. 

Memberships: American Pharmaceutical Association, American Chemical 
Society, State and local pharmaceutical associations, Rho Chi, Sigma Xi. 

Publications: Numerous research papers in scientific journals. 

Textbooks: “Textbook of Organic Medicinal and Pharmaceutical Chemistry,” 
with Ole Gisvold, 3d ed., J. B. Lippincott Publishing Co., Philadelphia, 823 pages, 
1956 ; “Rogers’ Inorganic Pharmaceutical Chemistry,” with T. O. Soine, 6th ed., 
Lea and Febiger, Philadelphia, 706 pages, 1957; “The American Drug Index,” 
with Tony E. Jones, J. B. Lippincott Co., Philadelphia, 5th ed., 710 pages, 1960. 

Laboratory manuals: “A Laboratory Manual for Inorganic Pharmaceutical 
Products,” with H. F. Schwartz, 5th ed., Hemphill Book Stores, Austin, Tex., 
May 1957, 197 pages. 


BIOGRAPHICAL DATA, NEWELL STEWART 


Newell Stewart is executive vice president of the National Pharmaceutical 
Council. He is a native of Sistersville, W. Va., and after oversea duty with 
the 6th Trench Mortar Battery during World War I, he received his degree in 
pharmacy from West Virginia University in 1923. 

In 1926 he became a resident of Arizona and for 22 years operated his own 
retail pharmacy there. During his years as a practicing retail pharmacist and 
since that time he has been a member of the Arizona Pharmaceutical Association 
serving as its president in 1937 and from 1942 to 1954 as its secretary. In 
1936 he was appointed to the Arizona State Board of Pharmacy and served in 
every official capacity on the board. In 1942 he was elected secretary of the 
Arizona State Board of Pharmacy and served full time until his association with 
the National Pharmaceutical Council in 1954. 

While in Arizona he participated in numerous phases of youth activities, and 
in civic affairs at many levels, serving on the Phoenix City Commission from 
1940 to 1942 and as mayor of Phoenix from 1942 to 1944. He served as a member 
of the Phoenix Housing Authority and acted as its chairman in 1949. Dr. 
Stewart also assisted in the establishment of the Phoenix Retail Trade Council 
and the Phoenix Memorial Hospital serving as chairman of the board of trustees 
for two terms. 

For 6 years Dr. Stewart was a member of the faculty of the College of 
Pharmacy of the University of Arizona. The university awarded him the degree 
of doctor of science in 1956. 

Dr. Stewart’s other associations and offices in connection with the profession 
of pharmacy include: 


National Association of Boards of Pharmacy, president, 1949. 
American Pharmaceutical Association, chairman of the house of delegates, 1950. 
and president, 1954-55. 
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National Association of Retail Druggists. 
American Society of Hospital Pharmacists. 
Arizona Society of Hospital Pharmacists. 
Rho Chi, honorary professional society. 


He is also a member of the Masons, Shrine, Elks, American Legion, Disabled 
American Veterans, Veterans of Foreign Wars, DeMolay, and the chamber of 
commerce. 


BIOGRAPHICAL Data, WILBUR E. POWERS 


Wilbur E. Powers, secretary of the National Pharmaceutical Council, is a 
native of Denver, Colo., and graduated from the University of Denver in 1937 with 
the degree of bachelor of science in chemical engineering. He was awarded a 
research assistantship at the University of Michigan College of Pharmacy and 
received a bachelor of science in pharmacy degree from that university in 1939. 

He was engaged as assistant to the secretary of the New Jersey Board of 
Pharmacy in October 1940. In June 1945 he became secretary and chief chemist 
of the New Jersey Board of Pharmacy. He joined the National Pharmaceutical 
Council in September 1954 and has served as its secretary since December 1954. 

Mr. Powers is a registered pharmacist in New Jersey and Colorado and has 
held many offices in professional associations, which include: 


National Association of Boards of Pharmacy, president, 1955-56. 

Society of Mercer County (N.J.) Pharmacists, president, 1957-58, treasurer 
1959-61. 

Rutgers University Pharmaceutical Conference, vice chairman, 1958-59, chair- 
man, 1959-60. 

American Pharmaceutical Association, vice chairman of the house of delegates, 
1959-60. 

Southern New Jersey Branch of the American Pharmaceutical Association, presi- 
dent, 1959-60. 

Philadelphia Conference of Municipal State and Federal Food, Drug, and Health 
Officials, president, 1947. 

New York Conference of Health Officers and Food and Drug Officials, president, 
1953. 


Mr. Powers is also a member of the American Institute of the History of 
Pharmacy, the National Association of Retail Druggists, the New Jersey Pharma- 
ceutical Association, the American Chemical Society, and several professional 
honor societies. 


BIOGRAPHICAL DATA, WILLIAM E. Woops 


William E. Woods, a Texan, received degrees in pharmacy and law at the 
University of Texas. Since December 1958 he has been director of the National 
Pharmaceutical Council’s hospital relations program and assistant to the execu- 
tive vice president. 

Since 1934 Mr. Woods’ professional pharmacy experience in retail, hospital, 
governmental, and educational areas has included among others the following: 


Breckenridge Hospital pharmacy department, Austin, Tex. 

Professional prescription pharmacy, Houston, Tex. 

Sees medical service department, Texas State Health Department, Austin, 

ex. 

Reserve officer, U.S. Public Health Service with various assignments including 
malaria control programs and hospital pharmacy activities. 

Staff member, National Pharmaceutical Survey, Washington, D.C. 

First director of the pharmacy extension service and lecturer in pharmacy law 
at the University of Texas College of Pharmacy. 

Executive assistant, University of Texas Pharmaceutical Foundation. 


Mr. Woods was engaged in the private practice of law in Corpus Christi 
Tex., for 4 years, serving as a member of the board of directors and vice presi- 
dent of the Nueces County Bar Association. He is a member of the Texas and 
American Bar Associations and of Phi Delta Phi legal fraternity. He also 
served on a special liaison committee of the Texas Bar Association and the 
Texas Medical Association. 
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In 1958, Mr. Woods served as president of the University of Texas College 
of Pharmacy Alumni Association. 

He has been active in local, State, and National pharmaceutical associations 
and is a member of the Texas Pharmaceutical Association, the Coastal Bend 
Pharmaceutical Association of Texas, the American Society of Hospital Pharma- 
cists, and a life member of the American Pharmaceutical Association. 










LETTER FROM DR, AUGUST H. GROESCHEL, NEW YORK HOSPITAL 





































Tue New York Hospitat, 
New York, May 29, 1960. 

Hon. Estes KEFAvuver, 

Chairman, Subcommittee on Antitrust and Monopoly Legislation, Senate Ju- 
diciary Committee, Washington, D.C. 


Dear SENATOR KEFAUVER: In testimony presented to your subcommittee on 
May 13 on behalf of the National Phamaceutical Council, I understand, doubt 
was expressed of the safety of the hospital formulary system when used in 
hospitals lacking facilities for the testing of drugs. 

The first principle of the hospital formulary system is that the procurement 
of pharmaceuticals must be so handled as to make certain that only those of 
assured quality are purchased. This frequently means that a trade-name drug 
must be bought because no other is available which offers the necessary degree 
of assurance. Even in such a case, however, the formulary system may effect 
a significant economy, at least by ridding the hospital of the need to stock 
several brands of the same basic drug, and sometimes also by virtue of price 
differentials between the brands. 

The recommended procedure, as I stated in my testimony before your sub- 
committee, is to place the responsibility for the procurement of pharmaceuticals, 
not upon the hospital administrator or purchasing agent, but upon the hospital 
pharmacist acting with the advice and guidance of the pharmacy and thera- 
peutics committee of the medical staff. While it is true that the integrity of 
the drug supply depends on the faithfulness with which this responsibility is 
discharged, I do not believe that patient safety turns on the human equation 
in the matter of drug procurement to as great an extent as it does in many 
other aspects of hospital operation. 

I should appreciate it if you would incorporate this letter in the record of 
your hearings. 

Sincerely yours, 
° AvaustT H. GROoESCHEL, 
Associate Director for Professional Services. 


{From American Journal of Hospital Pharmacy, Aug. 16, 1960] 
Tue Law or HosprraL PHARMACY 


(Edited by George F. Archambault) 


Because law is a complex specialty made so because of the existence 
of a set of Federal laws, 50 sets of State laws, and many county and 
municipal laws and regulations, the author of the column strongly 
recommends that when specific legal questions arise, one should always 
consult an attorney, competent in the local law. 





ARE TRADE NAMES FOR SINGLE DRUG ENTITIES AND OFFICIAL PREPARATIONS REALLY 
NEOESSARY TO INSURE QUALITY DRUGS? 


Some 30 or 40 years ago the drug industry, in seeking techniques to acquaint 
physicians of the country with their ethical medication specialties (which 
had come of age), adopted the two typical approaches used in modern-day mer- 
chandising promotion: (1) Promotion with emphasis placed on house quality 
such as triple bromides effervescent (B. W. & Co.) ; mineral oil, Squibb;.and (2) 
promotion based on the use of trade names, for example, Argyrol. The latter 
technique, obviating the use of house or firm designation on the written pre- 
scription, has become in recent years, the more popular in the merchandising of 
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pharmaceutical specialties. Unquestionably, this is a sound and probably the 
only, sensible approach for true specialties, that is, those medications that 
contain several active ingredients and that have no official U.S.P. or N.F. titles. 

However, many in the medical and pharmacy profession, believe the drug 
industry makes a serious mistake in permitting the trade name philosophy to 
be the advertising and sales promotion technique for phramaceutical specialties 
of single drug entities and official preparations. They believe the house quality 
designation to be the better approach. 

The food industry has used the “house quality designation” with considerable 
success. For example, “tomato soup” in the grocery stores and supermarkets 
remains even today (1960) simply “tomato soup.” The customer is taught, 
through intensive advertising and merchandising to demand Campbell’s or Heinz 
or other quality brands. 

How much more sensible is this house quality approach in the merchandising 
of the single drug entity medications, than the present nomenclature that resorts 
to several trade names (nicknames as some claim) for the same drug. 

More than just a few in the health care professions believe that the trade 
name approach is outdated because, among other things, it is gradually but 
surely making a mockery of the official titles and synonyms of the U.S.P. and 
N.F. and the scientific and nonproprietary drug nomenclature of medicine and 
science, These nonproprietary or generic names, because of the great emphasis 
now placed on trade names, might be likened to words in a dead language such 
as Latin. They are seldom used by many in today’s commerce of drugs, and in 
the interflow of “language” among prescribers (physicians) dispensers (phar- 
macists), or in the administration of drugs (nurses) except in those circles that 
cling to the precise language of scientific drug nomenclature. 

Our medical, dental, pharmacy, nursing, and other health profession schools 
spend 4 or more years teaching standard drug nomenclature, as used in the 
official national and international pharmacopeias, and the medical and phar- 
maceutical literature. Their efforts, we know, are greatly diluted or lost within 
the first few years of the professional’s practice because of the impetus given 
trade names in daily communications by the drug house mailing pieces and the 
details of the medical sales representative. 

One witness at the Kefauver hearings stated, ‘The U.S.P. label [meaning 
official nonproprietary titles] gives no assurance of potency.” How often have we 
been told by some medical sales representatives that “U.S.P. means minimum 
passing quality,” or “U.S.P. tolerances are so wide as to be meaningless,” or 
that “Product X is superior to the U.S.P. item.” This type of loose talk, if taken 
seriously, may well lead the disappearance of our highly respected U.S.P. and 
N.F. as reference standards in the years ahead. This would be, we all agree, 
I’m sure, a great disservice to the American people and to the American phar- 
macy. All pharmacists know that U.S.P. standards are so stated as to set a 
“minimum and up” quality level. The minimum indicates a level or floor of 
quality below which a drug must not fall. Drugs that exceed this “minimum” 
standard for purity, are still “U.S.P.” and of course do not exceed the U.S8.P. 
quality. (See general notices pertaining to U.S.P. standards.) Also, drugs at 
the “floor” level are excellent drugs or the U.S.P. officials and experts would never 
have allowed the floor of the standard. The same applies to the N.F. 

A physician under the “house designation” approach, it should be noted, 
may, if he wishes, indicate on his prescriptions or orders, a particular firm’s 
product. He does this by specifying the house or firm along with the writing 
of the official or nonproprietary name. This right of “house designation” is a 
right we all respect. By the same token, many physicians rely on the pro- 
fessional judgment of the pharmacist in selecting the source or manufacturer 
of a drug. This is especially true in hospital pharmacy practice. It is a re- 
sponsibility we accept and discharge with full recognition of the trust placed 
in the profession by medicine. We do not need trade names per se for it is our 
business to know the quality houses, large and small, of the country. 

To make our point that the “house quality” or the “house designation” route 
has much to offer the individual drug producer of quality products, note that 
the Food and Drug Administration records indicate that during the past 10 
years the Food and Drug Administration took action against the 28 firms pro- 
ducing 87 percent of the Nation’s drugs but 4 times (a wonderful record). As 
an aside, we note that approximately 1,200 smaller firms that produced the 
remaining 13 percent of the Nation’s drugs were cited 484 times (235 firms 
involved). The Food and Drug Administration asked (and was denied) in 
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1953 for the licensing of drug firms (most community pharmacies and all 
pharmacists have been licensed and properly so for years). This was a reasonable 
and proper request, one made in the interest of the public health for the evidence 
here cited indicates the problem of substandard drugs is not a problem in drug 
standard enforcement. Firms large or small, operating properly, certainly have 
nothing to fear from such legislation. 

From the evidence now in, relative to the substandard quality of drugs and 
medications in commerce, as brought out by the drug industry at the hearings, 
one recognizes the seriousness of the situation and the fact that the time has 
now arrived when physicians, pharmacists, and the public alike must be guar- 
anteed that all drugs (prescription or otherwise) are safe, effective, of the 
strength claimed and free from adulteration 

Senate bill 3815 and House bill 12949 introduced July 2, 1960, in Congress 
tend to correct the present situation. These bills are designed “to protect the 
Publie health by amending the Federal Food, Drug and Cosmetic Act so as to 
clarify and strengthen existing inspection authority thereunder ; require manu- 
facturers of new drugs to keep records of, and make reports on, clinical expe- 
rience and other relevant data bearing on the permissibility of such drugs; 
require that drugs be prepared or packed under adequate controls to insure 
proper identity, strength, purity, and quality, and otherwise insure their com- 
pliance with the Act; and extend to all antibiotics the certification and pro- 
visions of the Act now limited to certain antibiotics.” (This Act may be cited 
as the Federal Inspection and Drug Amendments of 1960.) 

Interpreters of these bills claim that the language is broad enough to include 
inspection of prescription files of local pharmacies through intended for manu- 
facturing plants. Pharmacists, as individuals, keenly interested in the public 
health, will have no objection to this inspection feature of the bills. They 
recognize its need as they recognize a similar need in the Harrison Narcotic 
Act. 

Returning now to the trade name-nonproprietary name discussion, someone 
no doubt will cry, the adoption of the “house designation method” of merchandis- 
ing will destroy the American way of doing things, a part of the American way 
of life—the value of trade names. In all seriousness, hasn’t the use of trade 
names for drug products really destroyed a very old and wonderful part of the 
American way of life in medicine and pharmacy—the respect and knowledge 
the practitioners of medicine, dentistry, and pharmacy once had for U.S.P. and 
N.F. medications, their titles, and their standards? Many in the professions 
would like to see a return to the American way of life that medicine and phar- 
macy are losing through trade name practices for single drug entity and “official” 
medications. These individuals, by and large, are believers in trade name adver- 
tising where the consumer selects the item, but such, it should be noted, is not 
the case in this instance. Physicians and pharmacists do not need trade names. 
It is an affront to their professional reputations to claim nonproprietary names 
are too cumbersome for their use, although I agree such names should be 
shortened and made more pronounceable. 

A major change in this direction in drug merchandising, by the drug industry, 
would be a real contribution to the health professions. It would aid the profes- 
sions in maintaining and strengthening the use of scientific drug terminology 
as taught to the embryonic physician, pharmacist, and nurse in our medical. 
pharmacy, and nursing schools. 

Those seeking a fairly up-to-date trade name-generic name listing may write to 
the American Pharmaceutical Association for a copy of Proprietary Names of 
Official Drugs (formerly known as Manual 102). The American Pharmaceutical 
Association has made a real contribution in attempting to eliminate, through 
this brochure,’ some of the confusion between trade and nonproprietary names, 
including the U.S.P. and N.F. official drug titles. The “American Drug Index” 
by Wilson and Jones is another excellent listing, one that is kept current an- 
nually. Bach nursing station in a hospital should, in my opinion, have a copy 
of one or the other along with a copy of the hospital’s formulary. 


1“Proprietary Names of Official Drugs” has recently been sent to every member of the 
American Pharmaceutical Association. Single additional copies are available at 25 cents 
each. Quantities of from 10 to 99 are available at 15 cents per copy, and quantities pur- 
chases for 100 or more can be obtained at 10 cents per copy, postage prepaid. Orders 


should be sent to the American Pharmaceutical Association, 2215 Constitution Avenue NW., 
Washington 7, D.C. 
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Hospital pharmacists working with medical record librarians in the new Fed- 
eral food and drug reporting of adverse drug reactions program, should in addi- 
tion to these references, be familiar with the nonproprietary nomenclature used 
in the section “Adverse Effects of Chemical Substances’ (pp. 151-163) of the 
“Diagnostic Index * * * International Classifications, U.S. Public Health Serv- 
ice 1959.” This document is available from the Superintendent of Documents, 
U.S. Government Printing Office, Washington 25, D.C., for $1. This section also 
helps alleviate confusion surrounding the nonproprietary-trade name problem in 
medical, pharmacy, nursing, and hospital communications, especially in hospital 
medical records. 

We close with these thought-provoking quotes from President Trygstad’s re- 
marks in his recent “As the President Sees It’ column, the December 1959 Dallas, 
Tex., AMA report and the A. Ph. A. constitution : 


A, Ph. A. resolution (1955) 


“Whereas it is agreed by all pharmaceutical authorities that generic names 
mean the common, chemical, or unregistered names of drugs, or the names 
recognized by the U.S. Pharmacopeia, the National Formulary, or the Home- 
opathic Pharmacopoeia of the United States, or the names adopted by the Council 
on Pharmacy and Chemistry of the American Medical Association ; and 

“Whereas the use of generic names is therefore in keeping with the highest 
ethical standards of the medical and pharmaceutical professions : Be it 

“Resolved, That the American Pharmaceutical Association, as such, believes 
in and encourages the use of generic names for general drug products.” 

The Council directed the Secretary to publicize this resolution. (J. Am. Pharm. 
Assoc., Pract. Pharm. Ed. 16:365 (June) 1955.) 


A, Ph. A. resolution (1956) 


“Resolved, That the American Pharmaceutical Association support and en- 
courage the use of generic names in the prescribing and dispensing of drugs by 
the medical and pharmaceutical professions.” 

The house of delegates approved this resolution as a reiteration of the official 
stand of the association on this subject. The council directed the secretary to 
publicize the resolution (J. Am. Pharm. Assoc., Pract. Pharm. Ed. 17 :302 (May) 
1956. ) 

The foregoing resolutions, adopted in 1955 and 1956, represent the official posi- 
tion of our parent organization, the: American Pharmaceutical Association, and 
to my knowledge, have not been altered or rescinded by an official action of the 
association. 

The following report was adopted by the House of Delegates of the American 
Medical Association at its recent meeting: 


“Supplementary Report C, council on medical service, drug costs for welfare 
recipients 

“Your reference committee studied Supplementary Report C of the council 
on medical service and listened attentively to the comments made at the refer- 
ence committee hearing. E 

“First of all, your reference committee would respectfully urge full and com- 
plete cooperation by members of the association with the American Public 
Welfare Association in its study relative to the rising costs of drugs in welfare 
medical care programs. 

“Secondly, pending the completion of this or any other study, the reference 
committee would urge members of the association to be cognizant of this mat- 
ter. Physicians might well give consideration to prescribing by generic rather 
than trade names; they might seek knowledge of the relative costs of comparable 
drugs and they might give consideration to the more frequent use of accepted 
drug products of reasonable cost in the treatment of welfare patients.” 


Constitution—American Pharmaceutical Association 


“Article II—Objects.—The association shall unite for the following purposes : 
“1. To improve and promote the public health by aiding in the establishment 
of satisfactory standards for drugs, and to aid in the detection and prevention 
of adulteration and misbranding of drugs and medicines, and to take such steps 
as an association and in cooperation with other organizations as will assure the 
production and distribution of drugs and medicines of the highest quality.” 
While the stated objectives of the ASHP make no direct reference to the qual- 
ity of drugs and medicines, by its very application with the A. Ph. A., we, 


11868 ADMINISTERED PRICES 


along with all other practitioners of pharmacy belonging to the American 
Pharmaceutical Association, are pledged to work for these standards in the 
interest of the public health. 

And so the query is asked, “Are trade names for single drug entities and 
official preparations really necessary to insure quality drugs for the American 
people?” 


{From the Journal of the American Medical Association, Aug. 6, 1960] 


WHAT’s IN A NAME? 


“What’sinaname? That which we call a rose 
By any other name would smell as sweet.” 


Shakespeare was right, of course, that a name is not an intrinsic part of an 
object ; nevertheless, a name is necessary for the object to be identified and 
essential if the object is to be remembered. We doctors speak or write the 
names of several hundred drugs masquerading under several thousand trade 
names. How well do these names enable us to identify the drugs and remember 
them? 

First, let us see how names become attached to drugs. Several different 
agencies are concerned with names: the Food and Drug Administration, the 
Convention of the U.S. Pharmacopeia, the National Formulary Committee, the 
Council on Drugs of the American Medical Association, and the World Health 
Organization. The Food and Drug Administration is charged by law with the 
duty of seeing that the label of the package contains the name recognized in 
an official compendium, unless the label bears “the common or usual name of 
the drug, if such there be.” The Food and Drug Administration has no pow- 
er to pass on the suitability of a name (although it can challenge a name if the 
product renders that name false or misleading). Furthermore, if the drug is 
new and therefore has not as yet been placed in an official compendium nor 
possesses a commonly used name, a name that designates its chemical structure 
may be used instead. These chemical names are usually meaningless to the 
physician and are almost impossible to remember. For instance, a recent ad- 
vertisement stated that a certain drug was the only (italics theirs) brand of 
al(« methyl-3,4-methylenedioxyphenethylamino) -methyl]-protocatechuyl alcohol 
hydrochloride. Can the practicing physician be expected to recognize, let alone 
remember, a name that contains 28 syllables, two numerals, and two Greek 
letters? Then, too, systems of chemical nomenclature differ ; one company may 
designate a drug by one chemical name while another company may use a dif- 
ferent chemical name to identify the same drug. 

An alternate procedure is for the manufacturer to coin a name which he uses 
en the label. Since these names are chosen by different manufacturers, the 
similarity of closely related drugs may be obscured. For instance, Dimetane, 
which was marked as parabromdylamine maleate, differs only by the substitu- 
tion of the radical bromine for chlorine from Chlor-Trimeton, which was mar- 
keted as chlorprophenpyridamine maleate. The relationship has now been rec- 
ognized by the inclusion of Dimetane in the National Formulary (N.F.) as 
brompheniramine maleate and Chlor-Trimeton in the U.S. Pharmacopeia (U.S.P.) 
as chlorpheniramine maleate, but in the meantime most physicians have been 
unaware of the close similarity. A number of other examples are given in an 
interesting article by Wilson.” 

Official names are chosen by the U.S.P., but, since new editions appear at 5-year 
intervals, with occasional supplements in between, a drug may be produced and 
sold for many months, before an official name is attached to it. The N.F. also 
contains official names. For the mest part, the drugs listed in this compendium 
are analogs of drugs that are listed in the U.S.P. or drugs that have been dropped 
from the U.S.P. but are still in use. The National Formulary committee works 
closely with the Committee on Revision of the U.S. Pharmacopeia in an attempt 
to make the terminology as uniform as possible. 

The Council on Drugs of the American Medical Association is concerned with 
names, in that it accepts a generic name for inclusion in “New and Nonofficial 
Drugs” (NND). The very title of the book tells us that the listing of a name 


? Wilson, C. O.: “Inconsistency in Pharmaceutical Names,” Am. J. Hosp. Pharmacy, 
16 : 433-440, September 1959. 
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therein gives it no official sanction; but, because NND is published yearly, the 
council on drugs is often the first agency to select a regular or generic name for 
a new drug. Usually, but not always, this name is later adopted as the official 
name for inclusion in the U.S.P. or N.F. The council on drugs attempts to 
obtain the agreement of the manufacturer so that the manufacturer will use the 
name selected. In most cases the manufacturer is cooperative ; sometimes he is 
not. In the latter event, the council has no control over the name used except 
in articles and advertisements which appear in publications of the American 
Medical Association. 

To add to the confusion, the pharmacopeias of other countries may adopt a 
name for a drug which differs from the one used in our pharmacopeia, although 
the World Health Organization attempts to bring about some uniformity. 

Meanwhile, for most new drugs a trademarked name, popularly called a trade 
or brand name, has been obtained by the manufacturer or distributor. This 
name need have no relation to the composition of the drug; it is merely neces- 
sary that it be registered with the U.S. Department of Commerce and that it not 
resemble too closely a name that has already been registered. As a result of 
this jumble, the physician tends to use the trade names of drugs as he is con- 
fronted with them in advertisements. He thereby exposes himself to hazards 
of several sorts. Since these names do not give any indication of the chemical 
formula, the physician has no way of knowing when two trade names designate 
the same drug. Consultants in the field of infectious diseases have frequently 
encountered instances in which a physician has changed therapy from an anti- 
biotic with one name to another antibiotic bearing a second name because the 
patient’s illness was not responding to the antibiotic orginally given only to find 
that the first and second antibiotics were actually the same. Furthermore, the 
physician cannot tell from the trade names whether one drug is a close analog 
of another and would be expected to have a similar therapeutic effect. 

Trade names are chosen to be short, simple, and easy to remember. As an 
outstanding example, Tao (for triacetyloleandomycin) is a masterpiece of the 
saleman’s ingenuity. Other catchy trade names are Soma, Kynex, Tral, Allbee, 
and Equanil. Official names, on the contrary, are often long, complex, difficult 
to pronounce, and consequently hard to remember. Samples of such tongue 
twisters which will appear in the forthcoming edition of the U.S. Pharmacopeia 
are sulfisoxazole, isoflurophate, phytonadione, ethohexadiol, cetylpyridinium 
chloride, and prochlorperazine ethanedisulfonate. Small wonder that the prac- 
titioner throws up his hands in despair. 

Can anything be done about it? I think so. I believe it can be done without 
changing existing laws and without abdicating any of our cherished rights to 
make decisions by cooperative action rather than by government fiat. I should 
like to propose a four-point program. First, the U.S. Pharmacopeial Convention 
should establish a list of approved names of drugs. These would be selected be- 
fore a drug appears on the market and would constitute the official name if the 
drug is later included in the pharmacopeia. The British Pharmacopeia Commis- 
sion has already shown that such a system is feasible. It protects itself by stat- 
ing that “the issue of an approved name does not imply that the substance will 
necessarily be included in the British Pharmacopeia or that the Commission is 
prepared to recommend the use of the substance in medicine.” 

Second, approved names and official names of drugs should be as simple as 
possible and should be based on a system of nomenclature which would enable 
the physician to tell by the beginning or ending of the word to which class of 
compounds the new drug belongs. This has been done for some classes of drugs 
in the U.S. Pharmacopeia, notably the sulfonamides, the names of which begin 
with the prefix “sulfa.” But it has not been followed in many instances. It 
would have been helpful, for instance, if all the names of the antibiotics could 
have ended with the suffix “mycin,” but the naming of the first antibiotic ‘“peni- 
cillin” and the preemption of the suffix “mycin” for several trade names pre- 
vented this. In contrast, the plan adopted for the tetracyclines has worked weil. 
The basic compound is named tetracycline because of its four-ringed structure. 
The addition of a chlorine radical changes the name to chlortetracycline whereas 
the addition of a hydroxide radical changes it to oxytetracycline. 

When generic names are made available promptly and are simple and meaning- 
ful, the third step in the program is to bring them more strikingly and per- 
sistently to the practicing physician’s attention. Editors of journals should in- 
sist that the generic name be used in the title and throughout the body of every 
article; the trade name could be given in parentheses the first time the drug 
was referred to in the text or could be stated in a footnote. If editors would re- 
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quire the use of the generic name in every article in a reputable medical journal, 
the manufacturer would apply to the Pharmacopeial Convention for a name at 
the same time that he sent his application to the New Drug Division of the Food 
and Drug Administration. The name would then be available fer use in publica- 
tions as well as on the label. 

In advertisements, the generic name should be displayed in type of a size that 
will command attention—let us say about one-half the size of the type used for 
the trade name. Of course, this would afford no direct control over the use of 
generic names in advertisements sent by mail—no direct control, but practition- 
ers of medicine could assert potent indirect control if they would. The pharma- 
ceutical industry is highly responsive to the wishes of the medical profession. 
If doctors understood that generic names helped them to recognize the ther- 
apeutic indications for a drug and that they were, therefore, worth remembering, 
they could write to the manufacturer whenever an advertisement did not give 
them the generic name of the drug as well as other information they desired. 

The council on drugs, representing as it does the informed opinion of the 
medical profession in this field, has worked closely with the pharmaceutical 
manufacturers to bring about the early adoption and application of relatively 
simple, descriptive names for new drugs. They can continue to perform the im- 
portant task of coordinating information on new drugs and publishing this along 
with the name adopted by the pharmacopeia in “New and Nonofficial Drugs.” 
This splendid volume, which is revised yearly, should be better known to, and 
more widely used by, practicing physicians. It contains the up-to-date answers 
on dozens of questions that come up in everyday practice. 

In conclusion, it is evident that the present confusion in nomenclature has 
“just growed” like Topsy and has'not been the result of deliberate planning on 
the part of anyone. I am quite confident that the majority of pharmaceutical 
manufacturers are just as anxious as everyone else to see that the doctor’s work 
is simplified, that he is kept promptly and clearly informed, and that his patients 
are intelligently and effectively treated. I hope that all of the many groups 
and individual persons interested in the proper use of drugs will join forces to 
bring order to the land before the present confusion becomes chaos. “Good 
order.” said Edmund Burke, “is the foundation of all good things.” 


HArry F. DowLIna, 
University of Illinois School of Medicine. 


{From the New England Journal of Medicine, July 7, 1960] 
ON THE PROMOTION oF DruGs 


Among the penalties of living in an affluent society is too great a concern 
with the material affairs of life; a substitution of the morals of the marketplace 
for some of the worthier standards of human conduct. The observation, need- 
less to say, is not a new one. In modern times it merely represents a more 
complicated demonstration of what history has always shown—that an environ- 
ment of acquisitiveness tends to blunt the appreciation of ethical values. 

This overconcern with the commercial aspects of existence seems to have in- 
vaded even the pharmaceutical industry, to the point where the production and 
pricing of drugs and the manner of their presentation have aroused more than 
ordinary interest. Unfortunately, some of the details that have been un- 
covered are not especially edifying, although they should not be allowed to 
reflect discredit where it does not belong. 

In any effort to establish on a higher plane the relations between producer 
and consumer, agreement on one point should be general. This is the peculiarity 
of the present system of drug terminology whereby the number of names that 
can be given to a product is limited only by the number of manufacturers that 
are producing it. In the drug business to call any pharmaceutical agent by its 
common or generic designation has come to border on the fantastic if any com- 
pletely meaningless appellation can be devised to attach to it. It is a system 
under which the true name of a product is disregarded so far as possible, and 
a manufactured neologism is given to it with legal approval; it is a system that 
is confusing and irritating and should be to a degree humiliating to. the pre- 
sumably intelligent members of a profession that is forced to conform to it. 
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The whole absurd situation is the subject of a special article prepared by the 
Journal’s committee on advertising and published elsewhere in this issue. As 
noted in the article every marketable drug has at least three names—a chemi- 
cal term based on its technical composition, a generic or popular name selected 
by the original producer in collaboration with the Federal Food and Drug Ad- 
ministration and the council on drugs of the American Medical Association, 
and as many copyrighted names as there are manufacturers entitled to produce 
it. These names may have no shred of meaning so far as any descriptive ap- 
plication to the drug is concerned; they are merely proprietary labels that a 
manufacturer hopes will linger in the memory of the prescribing physician if 
their introduction is accompanied by a publicity campaign of sufficient voltage. 

A reasonable solution is suggested in the article. A simple, dignified generic 
name, as descriptive and meaningful as possible, may be selected for each new 
product, and the authorities encouraged to establish a rule that it must con- 
form to reasonably high rather than to minimal standards of purity and effec- 
tiveness. The physician would then be assured of his prescription’s being filled 
with none other than a product of generally acceptable quality—a standard to 
which every manufacturer would naturally subscribe. The individual manufac- 
turer’s name attached to his own products would continue to give him the benefit 
of the reputation for integrity that he has established and would fix in the mind 
of the physician a permanent, logical name rather than an evanescent, meaning- 
less one. 

New drugs and new combinations of drugs would be brought to the attention 
of the physician through intelligently phrased and dignified advertising tech- 
nics. Meaningless nomenclature could be discarded, and the featured title 
would be one of permanent value to the reliable producer, for it would be that 
of his own firm. If manufacturers will have only enough faith in themselves 
to rely on their institutional reputation to assure the purchaser that their par- 
ticular product is an especially reliable one, they will almost certainly gain 
additional prestige with the professional men and women whom they are trying 
to impress. 

With the scrupulous observance of such policies the management of drug 
therapy would be even more solidly vested in the medical profession, where all 
would agree that it belongs. It may be expected that the advertiser who appeals 
to the intelligence of his professional clientele will not lose by such a display of 
confidence. 


[From the Saturday Review, Aug. 6, 1960] 
A Puysictans’ REVOLT 


OBJECTIVE: TO FREE THE AMA OF DRUGMAKERS 


On May 9, 1960, the Council of LACMA (Los Angeles County Medical Asso- 
ciation) accepted the following report of the [LACMA] Subcommittee on Generic 
Terms as herein modified.’ 

1. That medical associations encourage physicians to prescribe by using generic 
(official) terms. 

2. That the Council on Drugs [of the American Medical Association] shall 
devise and make official a generic name for all drugs to be included in “New and 
Nonofficial Drugs” or to be submitted for advertising in the various publications 
of the AMA, and that said Council of the AMA shall have full and sole respon- 
sibility for devising such generic names. 

8. It is the recommendation of the Council of LACMA that official drug names 
should be in the simplest possible form, should consist of not more than three 
or four syllables, and not attempt to cover the chemical description of the com- 
pound named. Insulin, morphine, digitoxin are samples of useful official names. 

4. It is urged that AMA and its constituent State societies encourage the testing 
of drugs by appropriate Federal and State authorities for the purpose of insuring 
the potency and purity of drugs. 


8 Epitor’s Note.—There has been little publicity on the Los Angeles resolution here 
reproduced. But a attached to medical schools know of it and are seeking 
endorsement of it by their own county medical societies. One practical motive for their 
interest is an official report that the State of California cut drug costs of its welfare 
outpatients by 70 percent during the last half of 1959 (as compared to 1958) by using 
generic names instead of trade names in the prescription of drugs. 
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5. We hereby transmit the above matters to the appropriate committees of 
the CMA and AMA for study and action. 

The committee on generic terms also requested that a campaign of education 
be undertaken by the [Los Angeles County Medical] Association and that such 
be published in the Bulletin of the association. 

At the request of Dr. Arthur Kirchner, a member of the committee, a letter 
was sent to the 86 medical schools in the United States (the American University 
of Beirut was included by the staff). There was a surprising and brisk response 
netting 80 out of a possible 86 in less than 3 weeks. Each department of pharma- 
cology was asked the following two questions : 

Do you teach the prescription of drugs by generic terms? 

Do you favor the continuation of this practice? 

Every one of the 80 schools replying taught generic terminology in their 
pharmacology courses. Sixty-four indicated that they taught only generic termi- 
nology. Only three schools taught both generic and proprietary names. In 
10 schools proprietary names were given “necessarily,” “often,” or when a drug 
was protected by patent and only one trade name was used. 

Ten of the schools replying volunteered their dissatisfaction with the recent 
crop of generic terms, characterizing them as “unpronounceable,” “complicated,” 
“complex and unpronounceable,” lacking in “brevity and euphony,” ete. One 
school wrote that the U.S. Pharmacopeia group seems to feel they are handi- 
capped by outside influences in coining,simple generic names. 

The response from the medical schools was enthusiastically in support of the 
use of generic terms and their simplification. Without further comment one 
may justly interpret the replies of 80 of 86 medical schools as representing the 
basic teaching of pharmacology in the United States. 

Thus the use of generic terms represents what is being taught in our medical 
schools and what we, already in practice, have been taught. It also represented 
the thinking of the AMA Council of Pharmacy & Chemistry up to and including 
1955 when in the official rules the following is to be found : 

Advantages of generic terms: The interests of the patient and physician are 
served best by adoption of an abbreviated scientific name for general use in 
prescribing, naming, and identifying agents with unwieldy chemical names. 
The council believes that the use of generic names in the place of trade names 
for prescribing tends to diminish confusion and the difficulties in learning a 
multiplicity of names for the same drug. To encourage the use of the generic 
name which is freely available to all, the council requires that generic or official 
designation of a drug be displayed adequately and not subordinated unduly to 
the brand name in labels, labelling and advertising.’ Thus the medical schools, 
the LACMA and undoubtedly _many others agree, in 1960, with the philosophy 
of the AMA as expressed in 1955. 

In 1956 the AMA Council on Pharmacy & Chemistry radically revised its 
rules, closed its laboratory for the testing of drugs, completely changed its 
method of accepting drugs for inclusion in “New and Nonofficial Remedies,” 
dropped the seal of approval and no longer emphasized the importance of the 
generic term. The following statement is to be found in the NNR from 1956 to 
the present time: 

“The council encourages the early adoption of a nonproprietary name for 
general use in identifying each drug. The council believes that such names 
tend to diminish confusion. Each drug evaluated is described by a nonproprietary 
name; however, the council recognizes the usefulness of the trademark for the 
physician who wishes to prescribe, or refer to some particular brand.” 

At the clinical session of the AMA in December 1959, the house of delegates 
approved the following from the reference committee on insurance and medical 
services : 

“Physicians might well give consideration to prescribing by generic rather than 
trade names; they might seek knowledge of the relative costs of comparable drugs 
and they might give consideration to the more frequent use of accepted drug 
products of reasonable cost in the treatment of welfare patients.” 

Yea, truly it may be said, “Let not thy left hand know what thy right hand 
doeth” (Matthew VI: 3). 

At this same meeting of the house of delegates, the council of medical service, 
under the chairmanship of Dr. J. Lafe Ludwig noted that “the | AMA in.c on record 
as supporting adequate quality care for these needy persons.” 
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We agree with Dr. Ludwig’s committee. It is our proud claim that indigent 
patients receive the finest medical care. This being so, and generically termed 
drugs being good enough for them, it means that we must be consistent and 
demand useful generic terms for all of our patients’ drugs. 

But how are we to get useful, simple, pronounceable, easily remembered generic 
terms? In a letter dated May 17, 1960, the [AMA] Council on Drugs informed 
us that it had asked the U.S. Pharmacopeia to take over this important program. 
At the same time, Frank C. Ferguson, Jr., M.D., Albany Medical College, wrote: 

“The council on drugs began a downward path some years ago when they 
abandoned all evaluation of therapy and dropped the seal of acceptance pro- 
gram. The council has caused most of the present abuses of generic terminology 
by voluntarily adopting the policy that generic terms must be originated by 
and acceptable to the sponsoring drug company. This then put generic ter- 
minology in the hands of the very people who have the most to gain by avoiding 
use of generic terms. A company could achieve this goal by developing unusable 
names and the simplest way to do this is by subscribing to the fetish that generic 
names should be based upon chemical names (which is completely valueless 
to everyone, including chemists). 

“Thus, in recent years new drugs have invariably had ridiculous names, in 
place of such arbitrary but perfectly usable old generic names as insulin, morphine, 
digitoxin, and the like. At any rate the problem will soon be more complicated. 
It has recently been announced that the council will this summer cease all 
activities connected with assigning of generic names. There will then be a 
complete void, for to my knoweldge there is no agency with facilities and the 
will to assume this job.” 

Dr. Ferguson urges that we insist on simpler terminology and place the burden 
again on the council, or the U.S. Pharmacopeia or the Food and Drug Administra- 
tion. These are harsh words but perhaps what we need. Your committee would 
support the resumption of this task by the AMA Council on Drugs, and the 
support of that council by all members of the AMA. 

In the midst of all of the present hullaballoo about the costs of medical care, 
where does the AMA stand? The council on drugs and the house of delegates 
seem to have taken opposing sides. News releases in the AMA journal and in 
the AMA News have quoted spokesmen for the drug industry and headlined their 
opposition to generic terms. One of these—and I believe the only medical doctor 
cited—is Austin Smith, until recently editor of the JAMA, but now president 
of the Pharmaceutical Manufacturers’ Association. The others were a director 
of the U.S. Pharmacopeia, the executive vice president of the National Phar- 
maceutical Council, and two deans of schools of pharmacy. I am unaware of 
any news items favoring generic terms in these [AMA] publications, and I have 
not seen any opinions expressed by practicing physicians or by members of the 
council on drugs. One may ask why the AMA did not inquire from the medical 
schools as to their teaching. Dr. Louis Goodman, the eminent pharmacologist 
from the University of Utah, coauthor of the foremost text in his field, and a 
member of the council on drugs, has written to us that he teaches generic terms, 
but also uses “common trade names where the drug is dispensed only by trade 
name due to lack of competition.” He favors continued teaching of generic 
terms, “provided the terms do not get too complex and unpronounceable.” 

Now, why is it important for the AMA to take a stand on this vital problem? 
We know that the costs of medical care include, in addition to doctors’ fees, the 
costs of hospitalization and drugs. Any blanket criticism of the costs of medi- 
cal care will include the physician. Shall we accept the responsibility for all 
of these costs, even defend them, or shall we attempt by rational means to control 
some of these costs? 


* * * * * * * 


We have no intention of telling the drug industry how to conduct its business. 
On the other hand, we have the right and duty to practice as we teach. We 
urge the use of generic terms. We desire simple generic terms, not pseudo- 
scientific gibberish. We deserve for drugs the same sort of inspection which is 
given the meat the butcher dispenses. 

Epaar F. MAvER, M.D., 
Chairman, Subcommittee on Generic Terms. 





















11874 ADMINISTERED PRICES 







THE TrutH ABouT DruG TRADEMARKS 


It is necessary to explain in detail the difference between brand names in the 
pharmaceutical industry and brand names in most other industries. It appears 
that many are not aware of the difference and its significance. * * * 

Let us compare pharmaceutical brand names to brand names of most food 
products. Some typical brand names of food products are Heinz, Beechnut, 
Quaker, Del Monte, Libby, Campbell’s, etc. These brand names are used in an 
adjectival sense to modify the common name of a product. Thus, the usual name, 
Heinz beans, tells the customer two things: what the can contains, and who 
made it. There are many makers of canned beans. All use their brand name 
in an adjectival sense and all have the common noun “beans” prominently 
displayed on their labels. 

The pharmaceutical industry does things differently. They use two sets of 
brand names. The one set consists of the name of the company, such as Lederle, 
Pfizer, Ciba, etc. In addition, they add a second brand name by inventing a 
new name for the product and registering it as a private trademark. Examples 
are Diamox, Gantrism, etc. This second brand name causes confusion because 
it is used as the name of the product. 

To understand fully the extent of the confusion caused by this usage, let us 
consider what would happen if drug manufacturers took over the manufacture 
of baked beans. They would all stop using the word “beans” and each would 
give the product a new, coined name. Some might use anagrams of beans, like 
Sneabs or Nabes, and others might call them Lo Cals or Hi Pros. Picture the 
confusion in the grocery store if beans were no longer named beans, but if each 
maker gave a completely new name to his product. Further, try to imagine 
what would happen if there were 300 to 500 additional new names of this type 
in the grocery store every year. 

This is approximately what is happening in medicine, and it is becoming 
exceedingly difficult for physicians to keep things clear. 


Dr. SOLOMON GARB, 
Associate Professor of Pharmacology, Albany Medical School 
(Testifying at the drug hearings of the U.S. Senate). 


{From the Journal of Medical Education, August 1960] 
TEACHING MEDICAL STUDENTS TO EVALUATE DruG ADVERTISING 


(By Solomon Garb, M.D.,’ Department of Pharmacology, Albany Medical College, 
Albany, N.Y.) 


For the past 3 years the Department of Pharmacology of Albany Medical Col- 
lege has incorporated a drug advertising evaluation project into the second-year 
pharmacology course. In a recent/article (9) the reaction of the first class of 
students to be exposed to the program was described. A considerable number of 
medical educators have expressed interest in this project, and in about 20 schools 
similar projects are either in progress or under consideration. Several educa- 
tors have suggested that the project be described in sufficient detail to allow 
others to adapt it to their own programs. It was decided, however, to defer 
such detailed description until certain inadequacies which became apparent in 
the first year were corrected and tested in subsequent years. It is now believed 
that the project as constituted has proved successful enough to warrant its de- 
tailed description. 


PURPOSE 


The need for a project in the evaluation of drug advertising was suggested by 
reviewing the influence of drug advertising on medical practice. It seemed clear 
that this advertising was exerting an unprecedented influence on the physicians’ 
prescribing, much of it unfavorable. Apparently other educators have come to 
similar conclusions. 

Bean (2) points out “there is every indication that at the moment beguiling 
advertising of pharmaceutical houses has to a substantial degree replaced formal 
graduate medical education concerning therapy.” Forkner (8) states “The 
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commercialistic factor has crept into therapeutics to such an extent that physi- 
cians everywhere are confused and misled by the literally thousands of drugs 
increasing in number daily.”” Dowling (4) reports that ‘the bewildered physi- 
cian prescribes by suggestion and not from information.” Beckman (3) discuss- 
ing ads in medical journals, advises “Please, if you must study the more gaudy 
of them at all, do so with a sour skepticism and a jaundiced and cynical eye. 
Be advised and aware that in some instances the journal references embodied 
in these advertisements are to preliminary findings that do not apply at all di- 
rectly to the clinical claims that are made, and that in other instances the ref- 
erences are to publications that have actually been written by the pharmaceutical 
house staff itself for the inexperienced investigators who have made the clinical 
trials.” Lasagna (11) points out that ‘“* * * many physicians and educators 
resent the role the drug houses play in shaping medical practice via the various 
means described earlier. * * *” 

Clearly, there is intense dissatisfaction with the existing situation. On the 
other hand, it seemed as if the current practice of simply telling or warning 
medical students to beware of ads, to prescribe by generic names, to evaluate 
drugs critically, etc., was having less than the desired effect. 

It seemed that the best solution to the problem lay in improved medical edu- 
cation. As Bean (2) has pointed out, “Medical education should be thorough 
enough that a well-trained graduate will be able to continue to make his way 
through the increasing wilderness of new therapeutic agents with some hope 
of using rational judgment.” 

Accordingly, a project was designed to help the future physician cope with 
the advertising pressures to be expected. It was felt that an evaluative pro- 
cedure would be most effective, for several reasons. First, the student is more 
likely to remember information which he himself has uncovered and evaluated. 
Secondly, a technique of evaluation would be demonstrated and applied, which 
was expected to be satisfactory in the hands of sophomore medical students and 
could, therefore, be easily adapted for use by a graduate physician. Finally, 
since the evaluations, reports, and comments would come from the students and 
their classmates, this project would bypass one of the most effective rebuttals 
by the pharmaceutical industry in the past—that criticisms of drug advertising 
come mainly from perfectionist, ivory-tower academicians or advocates of social- 
ized medicine. 

METHOD 


Each year improvements have been incorporated into the project. Some of the 
changes were developed by the faculty, but the major modifications were sug- 
gested by students in unsigned questionnaires at the end of each yearly project. 

During the first 2 years of our drug evaluation project we considered individ- 
ual drugs, selected at random from boxes full of mailed ads. From evaluations 
of these products and the advertising campaigns associated with them, we made 
generalizations about the pharmaceutical industry as a whole. In the third year 
we revised this approach to consider each major company individually. This 
change seems to be of considerable value. It is, of course, useful to demonstrate 
to the students the ways in which drug advertising can mislead physicians. How- 
ever, by considering each company separately, we add another factor. The stu- 
dent has at least a list of some companies which he feels can be trusted. This 
list may be modified later, but it is a nucleus. We hope that, over the years, 
our students will continue to separate the reliable from unreliable companies, 
and, as suggested by Dowling (4), “They should not listen again to someone who 
has misled them once.” If this is done widely in the Nation, other benefits may 
accrue. At present, economic forces seem to favor the misleading advertiser, 
despite industry and some medical society statements to the contrary. However, 
if many physicians are trained to evaluate claims critically, and if they try to 
prescribe only products of the reliable firms, the economic forces will tend to 
favor the reliable firms. 

Furthermore, by considering each company separately, we avoid the possibility 
of giving too much attention to a company which overloads the mails. With the 
older system, it was possible to pay more attention to a small firm with large 
mailings than to a large firm with a more discrete mailing policy. 

In general, the information supplied by the company through its mailed ads, 
journal ads, detail men, and in answer to a direct query was evaluated. Then, 
it was compared with the information in a series of references furnished by the 
faculty. Based on this comparison, the companies’ claims were rated as reliable 
or unreliable. 
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The class sessions took four periods, totaling 11 hours. The first session, of 2 
hours, was scheduled during the sixth week of the pharmacology course. The 
2d session of 3 hours came during the 8th week of the course, the 3d session of 
3 hours during the 10th week, and the final 3-hour session during the 12th week. 

The 2 weeks between the first and second sessions allow the students to read 
the general references. The interval between second and third sessions is needed 
for study of specific references. The 4-week interval between first and third 
sessions is needed in order to allow time for the drug companies to answer the 
letters of inquiry. In a few cases, the replies came more than 4 weeks later, so 
that the 6-week interval between first and fourth sessions was useful for evalu- 
ation of the tardy replies. 

The faculty carefully refrained from any comments on a specific company or 
drug until the students had reported on them. 


Preparation for first session 


In preparation for the project, all the drug advertising received by a faculty 
member for a 4-month period was saved. In general, it would be preferable to 
obtain the ads from a physician who has an extensive private practice, since he 
will be on a mailing list which is less selective than the list medical school 
faculty members are on. 

The ads were sorted and grouped by companies. The names of the 14 largest 
companies were each written on pieces of paper for random drawing by the 
students. Also, the names of 12 smaller but still prominent companies plus 
the AMA and the FDA were each written on pieces of paper for a second ran- 
domized drawing. Thus, 26 of the leading companies were studied. 

The class was split into two halves, each consisting of about 30 students. 
Thus, each session was run in duplicate, except for the final session which 
was scheduled for the entire class as a unit. 

The students worked in groups or four or five. We had 14 such groups, 7 in 
each half of the class. 


First session 


At the first session, a representative of each group drew a slip of paper with 
the name of a large company, and a second slip with the name of a smaller 
company (or AMA or FDA). The students then received folders with all the 
ads sent by the respective companies. Between two and five were to be selected 
for study. In a few cases, there were no mailed ads received from the company, 
and the students chose two or more of their drugs listed in ‘Physicians’ Desk 
Reference.” 

At the end of the session, each student received several mimeographed fact 
sheets concerning pharmaceutical advertising, as well as a list of general 
references. The mimeographed fact sheets were prepared by the author, using 
data obtained from publications of the drug industry. The general references 
discuss the problems of drug advertising in general, not specific companies or 
drugs. The first references point out the importance of drug toxicity as a major 
cause of morbidity and mortality, emphasizing the importance of rational choice 
of drug therapy. The next references present the viewpoint of spokesmen for the 
pharmaceutical industry. The remainder point out how serious the problems 
of excessive and misleading advertising have become. These references, written 
by practicing physicians, were presented to convince the students that the problem 
is neither academic nor inconsequential to the physician in practice. Most of 
the references were kept on the library reserve shelf in replicate, with the use 
of photocopies. 

The students were also asked to prepare letters to each company, on depart- 
ment letterheads, requesting further information, including toxicity and side 
effects, on the drugs being evaluated, These letters were handed to the depart- 
ment, secretary during the next 2 days, stamped “Approved—Department of 
Pharmacology, Albany Medical College,” countersigned by a physician on the 
faculty, and mailed. The countersignature and letterhead are needed, because 
a number of firms refuse to answer letters sent by anyone other than a physician. 
The letters to the drug manufacturers were directed to the persons and addresses 
given in ‘Physicians’ Desk References.” 

The students were told to study the ads they selected from each folder. Any 
references given in the ad were also to. be read. In addition, the students were 
advised to study related ads in medical journals. 
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Preparation for second session 


In preparation for the second session, invitations were sent about 3 weeks 
in advance to the detail men representing the companies selected. In almost all 
cases, 3 weeks’ advance notice was adequate. In other areas, it may be advisable 
to increase this to 4 weeks. The detail men were invited to bring any other 
representative of their company, and many of them brought district managers, 
supervisors, etc. In those cases in which no local detail man was known to the 
staff, the invitation was sent to the main office of the company. In several cases, 
representatives were then sent from the home office. 

The response from the detail men has been excellent. About 80 percent 
accepted the invitations, since they felt that it was an advantage to meet the 
students early in their careers. Also, they believed that they could present a 
more favorable picture of their firm than mailed ads or letters from the home 
office. In general, this belief seems to be amply justifiable. 


Second session 


At the beginning of the second session, the detail men were introduced to the 
appropriate student group. For the first 30 minutes, the class was broken up 
into small groups, each student group discussing with one or two detail men 
the products which had been selected. There was no faculty auditing of these 
discussions. 

Often both students and detail men asked which aspects of the drug they 
are supposed to discuss. The students were told to assume they were physi- 
cians in practice, contemplating the use of these drugs, and to ask whatever 
questions they would consider relevant to such a situation. The detail men 
were advised to treat the students as if they were practicing physicians and to 
use whatever approach they have found effective in their own experience. 

At the end of 30 minutes, or earlier if desired, the students and detail men 
were asked to terminate their initial discussions and to circulate individually 
so as to talk to others. This informal small group discussion continued for 
about an hour longer. At times it was necessary for one of the faculty to en- 
courage the circulation of the students and detail men. Also, there were occa- 
sions when a large number of students clustered around one detail man, leaving 
others without an audience. Some of these students were asked to speak to the 
other detail men first. 

For the last 60 to 90 minutes of the session, a general discussion of drug ad- 
vertising took place. One of the detail men who had volunteered began with a 
10-minute explanation of the role of the detail man. Then the discussion was 
open. We usually discussed the questions of excessive advertising, official 
versus brand name prescriptions, and anything else that came up, with faculty, 
students, and detail men participating. Often the discussion became heated 
but never acrimonious. The faculty made a point of not referring to a specific 
company or product by name, in order to avoid premature communication to 
the students of any of the faculty views. The principles of fair play were ad- 
hered to scrupulously. In the third year of the project, after the detail men 
had participated in the discussion with the first half of the class, a few com- 
plained that they had not been given an adequate opportunity to express them- 
selves. Accordingly, when the discussion was held for the second half of the 
class, the senior officer of the local detail man’s association was asked to chair 
the discussion. 

It was presumed that each company had now been given every reasonable 
opportunity to present its case to the students, These opportunities include the 
mailed ads, the journal ads, the reply to the students’ letters of inquiry, and the 
personal visits of the detail men. It seemed unlikely that the average physician 
would go much further in trying to get information from a drug company. 


Preparation for third session 


The students now had to evaluate the information given by the company to 
determine if it was accurate, reliable, and the whole truth. They were not 
expected to cavil at minor exaggerations or “puffery.’’ The key question was 
whether the information given by the company was reliable enough to allow the 
student, if he were a physician, to decide how to use the drug safely, properly, 
and rationally, with adequate knowledge of its weak points, drawbacks, and 
toxicity. In addition, the students were expected to render a judgment on the 
general usefulness of the drug in comparison with others of the same type. To 
help the students make these decisions, a day or two after the second session 
each group was given a list of references prepared well in advance by the fac- 
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ulty. This list is deliberately and admittedly one sided, containing only un- 
favorable references. It is not useful as a sole source for judging the value 
of any medication. It is, however, quite helpful for judging the willingness and 
ability of a pharmaceutical manufacturer to present a fair, truthful, and well- 
balanced picture of his product. The references are listed first by general 
drug groupings, and then by specific drugs. The students are expected to read 
all the pertinent references, ranging from 1 to 20, depending on the drug. Some 
of the references describe the toxicity or tendency to addiction of the drug; 
others point out that it is ineffective for many conditions in which it is used; 
others indicate that the drug may be in effect a fancy placebo. This list of 
references is a cumulative list which has been prepared over several years. It 
will be sent to any medical educator requesting it. 

The students compared the information given by the company with any un- 
favorable information on the drug included in the list of references. If the 
company, through any means, had given the student a fair picture of the drug’s 
unfavorable aspects, the company was ordinarily rated reliable. Earlier, we 
had attempted to use various gradations of reliability in rating advertising 
claims. However, this proved to be somewhat confusing and impractical. As 
some of the students pointed out, if one decides that a firm’s ads are unreliable, 
it is not particularly helpful to decide on the degree of unreliability. 


Third session 


During the third and part of the fourth sessions, the students presented their 
reports to their classmates and to the faculty. Each student in the class first 
received a mimeographed sheet listing alphabetically all the companies to be dis- 
cussed. He entered grades and made notes opposite each company name, and 
kept the sheet as a guide in future dealings with the pharmaceutical industry. 

In the reports, one student in each group summarized the findings. First, he 
discussed the ads for the drugs and the information therein. Next, he related 
the information given by the detail man and by the company in response to the 
letter of inquiry. In some cases, he discussed the evidence upon which the com- 
pany claims were based. Then he summarized the unfavorable references listed 
by the faculty and compared them with the information given by the company. 
Finally, the student gave his opinion of the general worth of the drug, its uses 
and limitations. 

In most cases, the company was judged by comparing the information sup- 
plied by it to that in the faculty references. 

It should be pointed out that the evaluation of the company was not based on 
the worth of the drug but on the truthfulness and adequacy of the company’s 
statements. Thus, if a drug was of questionable value, and the manufacturer 
indicated that it was, the company received a rating of reliable. On the other 
hand, if a drug had definite therapeutic value and the manufacturer unreason- 
ably overexaggerated its value, the company was evaluated as unreliable. Simi- 
larly, if the faculty references included reports of anaphylactic reactions, and 
the detail man, or any company publication, gave appropriate warning to be on 
the alert for such reactions, the company was rated reliable even if it did not 
refer specifically to any of the faculty references. 

In a few cases, rating of the company was not dependent in any way on the 
faculty references. The students, reading the references listed by the company 
in support of its claims, found that they did not in fact present any logical 
ground for such claims. After a thorough discussion of the claims and the ref- 
erences, the students rated these companies unreliable. 

After the presentation by each student, there were often questions and discus- 
sion from his classmates. After the student had presented his group’s evalua- 
tion, the instructor’s opinion was given. 

The student reports varied in length from 5 to 15 minutes. 


Fourth session 


The first 2 hours of the fourth session were devoted to a continuation of the 
reports from the third session. The last hour was given to a talk by a high- 
echelon representative of a pharmaceutical company, who had been invited to 
this session months before. This representative was selected from those firms 
which in past years had rated as completely reliable. He was invited, because 
the detail men had stated that some of the points which were raised in the gen- 
eral discussion were outside of their domain. They indicated that only a high- 
echelon representative was capable of discussing certain questions relating to 
mailed ads and journal ads. 
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The faculty did not attempt to circumscribe the guest speaker in any way. 
He was invited to explain the pharmaceutical industry’s viewpoint. His pre- 
pared talk took up the reasons for the different advertising approaches, as well 
as the safeguards used by the industry to assure high standards for their prod- 
ucts. He then answered questions from the students. Some of the economic 
and legal aspects of drug manufacture were discussed. Both students and 
faculty felt that this session was particularly helpfal in giving a balanced view 
of the problem. 

RESULTS 


In the evaluation of the advertising claims of the 26 companies, the students 
rated 11 as reliable. 

In most cases, the opinions of the students within the groups (of four or five) 
were unanimous. In 3 cases out of 26, there was disagreement within the group, 
and both majority and minority opinions were presented, with their reasons. 

It should be noted again that the evaluations were based on giving the firms 
every reasonable opportunity to be truthful. It is not implied that in all of the 
11 reliable companies, the mailed ads or journal ads taken alone were trust- 
worthy. If criteria of such severity had been applied, the number of reliable 
firms would have been less. Thus, nothing in this project suggests that mailed 
ads or journal ads from any company should carry much weight. However, 
if a physician contemplates using a new drug, it is not unreasonable to suggest 
that he ask the detail man what sort of toxicity and side effects may be antici- 
pated, and that he further ask the detail man to have the medical department 
of the firm send him complete information on the product. If he does this, he 
may anticipate a truthful, reliable answer from at least 11 firms. This is a very 
hopeful finding, since these 11 firms account for a substantial portion of all 
drug sales. In many practices, it is possible to fill most prescriptions with 
products of these firms. 

In a few cases, the students commented that, although a company was trust- 
worthy, the volume and character of its ads were offensive. Since these aspects 
seemed less important, they did not affect reliability ratings. Presumably, how- 
ever, the students were somewhat less favorable disposed toward these firms 
than to those whose presentations were both reliable and in good taste. 

The student group evaluating the role of the AMA confined its efforts to the 
extent to which that organization helps the physician discriminate between 
drugs. Most students had assumed that the AMA evaluated drug claims and 
that ads appearing in the Journal of the AMA had been investigated and ap- 
proved. However, the reporting student quoted the policy of the AMA, as 
recently restated (5), that this program had been discontinued, and that inclu- 
sion of an ad in the J‘ournal of the AMA does not, directly or indirectly, imply 
approval. Furthermore, the student stated that the reports of the AMA 
Council on Drugs are based on information submitted by the manufacturer, 
since the council does not investigate any of the drugs. In conclusion, the re- 
porting student advised his classmates that the AMA afforded the physician 
little significant help in evaluating claims for drugs. 

The group evaluating the FDA pointed out the statutory limitations on the 
authority of that body. The package insert, which the doctor rarely sees in 
prescription medications, is subject to FDA rules and is a useful guide to the 
physician. However, mailed and journal advertisements are not within the scope 
of FDA regulatory powers. It was pointed out that FDA approval of a drug 
was of little help to the physician trying to evaluate its usefulness and draw- 
backs. In addition, some discussion developed the point that, because of budg- 
etary limitations, the FDA was severely handicapped in carrying out its statu- 
tory functions. 

One of the most encouraging results of the project was unexpected. In the 
process of evaluating the drug advertisements, many of the students reviewed, 
and presented to the class, the pharmacology of the drug groups involved. In 
addition to the value of any review, the student presentations demonstrated 
clearly to their classmates the practical value and importance of pharmacologic 
principles which heretofore might have seemed somewhat esoteric. The stu- 
dents read and evaluated the references presented by the drug companies to sup- 
port their advertising claims. In discussing these references before their class- 
mates, they discussed significant and useful statistical procedures, pointing out 
the statistical significance, or lack of it, in certain papers. Several discussed 
the experimental design on which some of the reported studies were based. 
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SPECIAL POINTS 


During the course of this project several issues came up which may be of 
general interest. They will be presented briefly, since other educators may want 
to know how they were handled. In an earlier paper (9), some of these points 
were described. It appears appropriate to take this opportunity to record some 
further aspects of the problem. 


The relationship of drug advertising to other advertising 


The detail men pointed out that advertising is an important factor in the 
American economy and that, without advertising, many people would not know 
what was on the market. “Why single out drug advertising for criticism?” they 
asked. In reply, it was pointed out that advertising in general was. not being 
criticized and that we recognized its role in the national economy. However, 
we disapproved of misleading advertising and excessive advertising. Examples 
were given of many firms in the United States whose advertising is not only 
uccurate, but also reasonable in quantity. 


Drug costs 


Some students raised the issue of the relationship of advertising costs to drug 
costs. The detail men replied that advertising, by increasing the market, ac- 
tually lowered drug costs. On the other hand, it was pointed out by the faculty 
that in certain areas, although advertising might not have affected the price of 
a particular drug to any great extent, it may have increased the cost of medica- 
tion to the patient by as much as 500 percent. For example, there are several 
synthetic antispasmodics on the market, almost as good as atropine, but costing 
four to six times as much. If, because of advertising pressure, a physician pre- 
scribes one of these substitutes instead of atropine in a situation where atropine 
was preferable, it is reasonable to say that, because of advertising, the cost to 
the patient of the medication was increased four to six times. 

Analysis of the advertising mail indicates that at least one ad is received per 
week for an atropine substitute. However, in 4 years of analyzing these ads, 
we have not seen a single ad for atropine sulfate or tincture of belladonna. For 
understandable reasons, the advertising stresses the expensive medication, even 
when the cheaper one may be a sounder choice therapeutically. 


Research by drug companies 


The detail men referred to the large expenditures of the pharmaceutical in- 
dustry for research and the useful results obtained. These were fully acknowl- 
edged by the faculty, who pointed out that the great achievements in antibiotics 
almost all resulted from research in the laboratories of pharmaceutical manu- 
facturers. Many other developments of jndustry research, including tranquil- 
lizers, antihistamines, etc., were also discussed. It was emphasized that the 
advertising evaluation program was just that, and that it did not imply in any 
way a blanket criticism of the pharmaceutical industry. 


Detail men 


Several aspects of the detail men’s role have proved a bit unexpected. These 
men are, in essence, salesmen. Their income is based on the sales of company 
products in their area. Naturally, they try to increase these sales. As ex- 
pected, the detail men representing the reliable companies were themselves gen- 
erally reliable and trustworthy. However, we were pleasantly surprised to find 
that even those representing the companies which were rated unreliable almost 
uniformly adhered to high ethical standards. To be sure, they did not give 
completely truthful answers to the questions about their companies’ products. 
Nevertheless, both the students and faculty received the definite impression that 
this was not due to any deliberate attempt to mislead or deceive on the part of 
the detail man. Rather, it seemed to be due to an inadequate knowledge of the 
drugs he was detailing. In general, it appeared that the detail men regarded 
themselves as being more than mere salesmen, and considered themselves to be 
professional assistants or associates of the physician. 

Of all the means used by drug companies to communicate with doctors, the 
detail man appears to be the best from the doctor’s standpoint. 


Unreliable companies 


We are not able to determine why some companies are reliable and others 
unreliable. However, it appeared that unreliability is not necessarily due to any 
deliberate attempt on the part of the firm to deceive the doctor. It may be 
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due to poor communications within the company or to inadequate understanding 
by the advertising agency of the pharmacology of the drug. We have seen sev- 
eral examples of poor coordination within a firm. A student exhibited two 
brochures sent to him by a drug company in response to his request for further 
information on one of its products. The first brochure stated that a major ad- 
vantage of the drug was the absence of any effects on the heart, The second pro- 
claimed that the drug (the same one) was particularly beneficial because of its 
direct cardiac actions. 


Brand names versus official names 


During the first year of the project, the faculty had urged the students to pre- 
scribe by official name only. Nevertheless, a single session with the detail men 
apparently convinced half the group to use brand name prescriptions. This was 
reported in the earlier article (9) and apparently raised some questions in the 
mind of at least one medical educator who was kind enough to write us directly 
about it. It also disturbed us, and during the second year of the project we 
paid more attention to this question. It was clear that the detail men’s stories 
and descriptions of the inadequacies of official name drugs, manufactured by 
firms unknown to the doctor, convinced many students that brand name pre- 
scriptions were preferable. The detail men seemed particularly skillful and well 
trained in presenting this argument. Private talks with some of them indicated 
that they were accustomed to using the same arguments with equal success 
on practicing physicians. It seems probable that, throughout the country, de- 
tail men are able to persuade physicians to use brand names by pointing out 
the “dangers” of drugs made by an unknown manufacturer. 

Accordingly, our approach to the problem was modified in the third year of the 
project. We discussed the need for adequate Federal inspection of all drug 
manufacturers, so that doctors could prescribe by official name with confidence. 
At this point, one of the detail men asked why we were against brand names. 
Brand names, he said, were useful in all areas of commerce. Most people pre- 
fer brand name products in every kind of merchandise, Why, then, did we pick 
on brand names for drugs? In reply, it was pointed out that brand names in the 
pharmaceutical field were quite different from brand names in most other fields. 
In areas of commerce other than pharmaceuticals, the brand name usually in- 
dicates the manufacturer. Thus, brand names in food include Heinz, Campbells, 
Dole, Del Monte, Libby’s, Quaker, etc. The names of the products are com- 
mon nouns, i.e., beans, soup, pineapple, peaches, beef stew, oats, etc. In the 
pharmaceutical field, however, the so-called brand name is really a new name for 
the product rather than an identification of the manufacturer. Thus, so-called 
brand name pharmaceuticals include Pacatal, Lotusate, Diamox, Neo-Cortef, 
ete. None of these names gives much of a cue to the composition of the product 
or to the source of manufacture. It is doubtful whether these names are true 
brand names or trademarks in the sense Originally intended in Federal trade- 
mark law. It would therefore be more appropriate to refer to them as “private 
product” names. 

To illustrate and dramatize this point, we then borrowed a tactic from the 
advertising industry. We demonstrated eight cans of baked beans, each from 
a different manufacturer. The audience was asked to visualize the confusion 
which would result in the grocery store if drug companies took over the selling 
of beans. Each manufacturer would advertise his own private name for beans, 
perhaps some anagram like “Sneab,” or ‘“Nabes,” or something suggesting a 
particular use, like “Lo-Cals” or “Hi-Pros.” Clearly, this would make shopping 
a most difficult task. The difficulties would, of course, be compounded if 300 
to 500 new private product names were added to the grocery shelves each 
year. 

The students were advised to prescribe medications the way they would ask 
for a can of beans in a grocery store—by a combination of official name plus 
trade brand name, i.e., Heinz beans and Armour thyroid. 

One of the detail men commented on the length, complexity, and unpronounce- 
ability of official names. He intimated that by providing instead a short, easily 
pronounced brand (private product) name, the drug company was doing the 
doctor a favor. In reply, it was pointed out that the drug companies them- 
selves were responsible for the choice of official names. Whenever possible, 
an official name is chosen from a list submitted by the manufacturer. If none of 
the names submitted is suitable, the AMA may suggest an official name, but 
official names are not adopted for new drugs without the approval of the manu- 
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facturer. Under the present system, it appears to be advantageous to the manu- 
facturer to adopt a simple brand (private product) name, such as Kynex, or 
Flexin, while the official name is complex and difficult to pronounce such as 
sulfamethoxypyridazine, or zoxazolamine. The reasons for this situation are 
not clear, and it was not implied that the drug manufacturers are responsible 
for it, even though it may give them some economic advantage. However, if 
doctors prescribe properly, by official name, plus company name where desired, 
the manufacturers will eventually find it uneconomical to continue the present 
confusing situation. 

The whole question of brand (private product) names and official names in 
drugs is much more complex than this summary suggests. Looking into it, it 
was found that questions about it have been raised by the Assistant U.S. Com- 
missioner of Patents (12). There are legal and legislative aspects which are 
currently being explored, and which may become the subject of a separate 
report. 

DISCUSSION 


When this project was first considered, there was a question as to its place 
in a basic science course. Accordingly, there was a critical analysis of the 
content of the pharmacology course, its relationship to clinical studies, and its 
effect on medical practice. In theory, physicians are supposed to apply to 
their practice the pharmacologic principles taught in medical school. How- 
ever, even a cursory examination of ‘the current prescription practices through- 
out the Nation shows clearly that most physicians are not applying sound 
pharmacologic principles to medical practice. The misuse and abuse of anti- 
biotics (10) are an outstanding example. If the estimates are even partially 
correct that only 1 to 10 percent of antibiotics prescribed every year are em- 
ployed on proper clinical indication (7), it seems that the teaching of phar- 
macology (and clinical subjects) could benefit by some revision. Furthermore, 
it appeared that a major reason for the failure of many physicians to utilize 
their pharmacologic training was the influence of repetitive, persistent adver- 
tising. Accordingly, it seemed justifiable to devote 11 hours of a crowded sched- 
ule to a project which offered some hope of countering those forces which have 
induced so many doctors to depart from sound prescribing practices. 

On the other hand, we have no illusions that this program by itself will correct 
the current situation. However, it is a beginning. Other programs, at the 
house staff and postgraduate level, will probably be needed also. 

If all this seems to imply too severe a criticism of practicing physicians, it 
would be well to consider the advertising pressures to which they are subjected. 
Although some advertising practices are clearly and obviously improper, many 
are unobjectionable in themselves. Hewever, when taken together, they give 
a picture of advertising pressure, both direct and subtle, which is so extensive 
that it is difficult to criticize those who accede to it. The advertising pressures 
to which the physician is subjected have been described by others (1-4, 8, 10, 
11, 14, 15). 

There are indications that they are likely to increase, with such developments 
as saturation (13) campaigns and seeding techniques expanding. 

In evaluating the advertising pressures on the physician, it is important to 
keep in mind the fact that they are continuous, day by day, for 40 or more years. 
It is not surprising that so many physicians are confused. Indeed, it is en- 
couraging to find that there is a substantial proportion of doctors who have 
resisted these pressures, and who prescribe rationally. It is our hope that this 
project and similar ones will increase their numbers and strengthen their 
resolve. 

On the other hand, it would be overly optimistic to believe that any teaching 
project restricted to the second year pharmacology course can fully counteract 
the enormous advertising pressures to which the physician is subjected. Ac- 
cordingly, we believe that medical educators will find it necessary to devise addi- 
tional teaching projects and techniques to offset the Madison Avenue influences. 

Additional approaches may be needed for fourth-year students, house staff, 
and practicing physicians. It is encouraging to find that several educators are 
already starting to develop teaching projects for these groups. 

Our teaching materials are available to any medical educator on request. Pri- 
marily, they consist of fact sheets and lists of references, coded for easy selec- 
tion. Revisions are sent out every 6 to 12 months. 
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SUMMARY 


A teaching project, designed to help future physicians cope with pharmaceuti- 
cal advertising pressures is described. During the past 3 years modifications 
have been made to increase its effectiveness. 

The medical students evaluated the reliability of drug advertising claims by 
comparing the information supplied by the companies to that in references given 
by the faculty. The students, in reports to their class, assessed the reliability 
or unreliability of each company. The entire project required 11 hours of 
classroom time, plus library study. In addition to its basic purpose, the project 
also proved helpful as a review and application of basic pharmacologic principles. 

It is hoped that teaching experiments of this nature will help physicians to 
handle the enormous pharmaceutical advertising pressures. 

Any medical educators wishing to consider similar projects are welcome to 
copies of our teaching materials. 
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{From the American Journal of Hospital Pharmacy, vol. 17, June 1960] 
AS THE PRESIDENT SEEs IT 
(By Vernon O. Trygstad, Veterans’ Administration, Washington, D.C.) 


DO YOU REMEMBER THESE? 
A. Ph. A. resolution (1955) 


“Whereas, it is agreed by all pharmaceutical authorities that generic names 
mean the common, chemical, or unregistered names of drugs, or the names rec- 
ognized by the U.S. Pharmacopoeia, the National Formulary, or the Homeo- 
pathic Pharmacopoeia of the United States, or the names adopted by the Coun- 
cil on Pharmacy and Chemistry of the American Medical Association, and 

‘“‘Whereas, the use of generic names is, therefore, in keeping with the highest 
ethical standards of the medical and pharmaceutical professions: Be it 

“Resolved, That the American Pharmaceutical Association, as such, believes 
in and encourages the use of generic names for general drug products.” 

The council directed the secretary to publicize this resolution (J. Am. Pharm. 
Assoc. Pract. Pharm. Ed. 16: 365 (June) 1955). 


A. Ph. A. resolution (1956) 


“Resolved, That the American Pharmaceutical Association support and en- 
courage the use of generic names in the prescribing and dispensing of drugs by 
the medical and pharmaceutical professions.” 
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“The house of delegates approved this resolution as a reiteration of the official 
stand of the association on this subject. The council directed the secretary to 
publicize the resolution (J. Am. Pharm. Assoc. Pract. Pharm. Ed. 17: 302 (May) 
1956). 

The foregoing resolutions, adopted in 1955 and 1956, represent the official 
position of our parent organization, the American Pharmaceutical Association, 
and to my knowledge have not been altered or rescinded by any official action 
of the association. 

RECENT CONFUSION 


Recent events have produced a bumper crop of new experts on the advantages 
and disadvantages of generic names for drugs. Much discussion has resulted 
from the Senate subcommittee hearings. Other interests have been stimulated 
by proposed legislation and State board of pharmacy rulings. Popular maga- 
zine articles have also touched on the subject and stimulated interested and 
varied comment. The outstanding product of all this, to the general public, 
seems to be utter confusion. 

There are those who believe that the prescribing and dispensing of drugs 
by generic name automatically will result in a significantly lower price. There 
also are those who would have you believe that the prescribing or dispensing 
of a drug by its generic name will most likely result in the patient’s receiving 
an inferior product. Either may be true under some circumstances. Neither 
possibility is necessarily so. There is no reason why the calling of a drug by 
its correct, official name should necessarily result in either a lower price or an 
inferior product. It may depend to a great extent on the application of other 
principles which we should not let get out of focus. 

You will note that nearly every argument against generic name dispensing 
is based on the premise that it will result in the use of poorer quality drugs. 
This would imply, then, that if the pharmacist is given the responsibility for 
selecting the brand or the supplier of the drug to be dispensed, that he most 
likely will use a cheap, inferior product, disregarding patient welfare and 
safety—and with concern only for price, profit, or the saving of a few cents 
on a purchase. But it is, of course, entirely possible to use generic names in 
prescribing and dispensing drugs and still have those drugs selected from among 
the products of reliable manufacturers. And the product can be up to stand- 
ard if the pharmacist uses his best professional judgment in selecting it, and 
the manufacturer from whom he buys it. 


PROFESSIONAL STANDING CHALLENGED 


It is not my purpose to “sell” the uge of generic names. There are many 
sound reasons for their use well known to most of us, but there are others who 
feel strongly about the advantages of the exclusive use of trade names. Cer- 
tainly this is not all one sided. But in our consideration of this question, let us 
look at its relationship to the professional standing of the pharmacist—especially 
the hospital pharmacist, and how the public and his professional colleagues view 
him. 

It seems to me that in this matter, the professional stature of pharmacy is at 
stake. Many manufacturers pride themselves on and advertise their scientific and 
professional integrity. The professional standards of the physician are generally 
accepted and no one questions that, in prescribing drugs, he has only the welfare 
of his patient in mind. But where does the pharmacist fit into this picture? Is 
it true that in the manufacturer-physician-pharmacist-patient relationship, it is 
only the pharmacist whose professional judgment and integrity cannot be relied 
upon, along with the questionable manufacturer or repackager operating on the 
fringes of professional respectability? If it is, and it is necessary for a physician 
to resort to the use of a trade name rather than the official designation of a 
drug in order to be sure that the pharmacist will not dispense a product of 
questionable quality—then we have a serious situation that needs correcting. 
But I am not willing to concede that the profession of pharmacy, as represented 
by the majority of pharmacists, is in any sense inferior to the manufacturer or 
the physician in the realm of professional ethics and interest in patient welfare. 


PACKAGE PURVEYOR 


It may be that some of the “broad brush” treatment pharmacy receives stems 
from the attitude of some in regarding a prescription or a prescription drug as 
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just another item of merchandise—an item of merchandise to be bought at as 
low a price as possible, and the margin of profit attesting to the astuteness and 
business acumen of the pharmacist. This may well be one reason why the oppo- 
nents of generic name usage would relegate the pharmacist to the role of a 
purveyor of packaged merchandise, ordered by specific trade name, with the phar- 
macist perhaps enjoying the privilege of opening the container and relabeling it. 
But there is just one thing wrong with this picture. I do not believe that the 
profession of pharmacy, and particularly hospital pharmacy, is willing to accept 
this role without challenge. 

Much has been said in recent years about the role of the pharmacist as an 
expert on drugs—as a consultant to the physician on the selection and use of 
drugs. We believe that in many cases the pharmacist is qualified and can discuss 
intelligently the pharmacology, therapeutic uses, and comparative properties 
of drugs. But even if we assume that the physician is equally well qualified to 
evaluate these factors, certainly the training and background of the pharmacist 
should make him the undisputed, best qualified individual to judge the pharma- 
ceutical properties of drugs. Who should be better qualified than the pharmacist 
to evaluate and discuss tablet coating, solubility and friability, flavoring and 
masking agents, vehicles and bases, and the many other elements of pharma- 
ceutical compounding? And aren’t most of the differences allegedly setting one 
brand apart from another essentially pharmaceutical differences? You will recall 
the NPC (National Pharmaceutical Council) pamphlet put out a few years ago 
in an effort to urge physicians to use brand names. Nearly every one of the 
“24 reasons” for use of brand names had to do with the pharmaceutical aspects 
of drug products. But I have not seen the recognition, or the suggestion, that 
the pharmacist might be the most logical one on the health care team to evaluate 
these differences. 


PHARMACISTS ARE RESPONSIBLE AND RELIABLE 


During the hearings of the Antitrust and Monopoly Subcommittee, testimony 
was given as to the adequacy of U.S.P. and N.F. standards. Unquestionably, 
if adhered to, they are sound and reliable. But some doubt was raised as to 
the unqualified reliability of all drug products purported to be of U.S.P. standard 
quality because of the absence of universal quality control and testing. A 


question was raised that, if all manufacturers cannot be relied upon to maintain 
U.S.P. standards, how can the physieian and the patient be assured of a quality 
product when it is prescribed by generic name? Unfortunately, this question 
went unanswered. It is unfortunate because I believe there was a good and 
logical answer. I believe that the physician can have complete confidence in 
the product dispensed, regardless of the nomenclature used, if he can rely on 
the pharmacist dispensing it. 

And how can the pharmacist know the quality of the product he dispenses? 
That it does measure up to official standards? It is his business to know. 
Some pharmacists, especially in hospitals, can carry out tests and assays or have 
them done. If this is not possible, it may be best to rely upon the reputation 
and known standards of the manufacturer, and surely this any practicing 
hospital pharmacist knows or can find out. We might borrow and paraphrase 
a slogan from the jewelry trade, “If you don’t know the quality of the drug, 
know the manufacturer.” 

As I see it we need to get our thinking straight on some of our basic principles. 
First of all, let’s be professional, and if we are delegated the responsibility for 
selecting the manufacturer of drugs we dispense, let’s apply our knowledge of 
pharmacy, and of our manufacturers and suppliers, to assure that our drugs 
are of the quality expected by the prescriber. Then let’s correct the impression 
that generic is synonymous with “cheap” or substandard. The U.S.P., long 
recognized as our highest and most respected professional and legal standard ; 
the National Formulary, published by the American Pharmaceutical Association, 
and considered one of its “prestige” endeavors—both use generic nomenclature. 
The standards of these, even though questioned by some, ure still as sound and 
reliable as they have been in the many years past. 

We can and should rebuild the stature of pharmacists as the most knowledge- 
able link between the producer and consumer of pharmaceuticals; restate our 
confidence in the standards of the U.S.P., N.F., and other recognized compendia ; 
and leave no doubt that in the selection and dispensing of drugs, the practicing 
pharmacist is as interested as' any on the health services team in the welfare 
of the patient and in assuring that he receives a quality product. 
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THE ALBANY MEDICAL COLLEGE OF UNION UNIVERSITY, 
DEPARTMENT OF PHARMACOLOGY, 
Albany, N.Y., May 10, 1960. 
Dr. Aucustus Gisson, Executive Director, Medical Research, Merck Sharp 4 
Dohme, Rahway, NJ. 


Dear Dr. Gisson: I enjoyed meeting you in New York, and regret that we 
didn’t have more time to discuss some of these matters. 

Apparently there has been some misunderstanding about my testimony, to 
some extent created by newspaper oversimplification. Enclosed is a copy of my 
prepared statement. I did not consider the Decadron ads misleading in any way. 
They were, to the best of my knowledge, completely factual and accurate. My 
objection to this type of advertising campaign is based on two other consider- 
ations. 

First, I consider it undesirable for the U.S. Government (and taxpayer) to 
subsidize these ads. Your company paid 1% or 2 cents to mail each ad. It cost 
the Government at least 4 cents to deliver each one. Thus, the taxpayer paid 
2 to 2% cents for each of these ads. Multiplied by the number in the series 
and by the number of doctors, this becomes a substantial sum. I don’t see why 
the U.S. Government should subsidize the promotional efforts of a profitable 
industry. If your firm had sent the ads by first-class mail, I would not have used 
them as examples. To be sure, I don’t expect any firm to refrain voluntarily 
from using the bulk mail privilege. . Accordingly, I think our postal laws should 
be revised to eliminate this sort of subsidy. 

Secondly, I object to this type of advertising since it tries to “hammer” the 
brand name into our heads, and as I pointed out at the meeting, the efforts of 
those being “hammered” on to avoid the hammering are legitimate. If your 
campaign was successful, and presumably it was, some competitor would then 
send out a series of 12 or 16 ads for its products, also based on one patient each. 
Thus, the number of ads rises and rises. Indeed, this is what is happening. 
Everyone is hammering on us, and the result is a big headache. Nevertheless, 
I would not consider this second reason to be a fit subject for testimony before a 
Senate committee, and would not have used the Decadron ads as examples if 
they had been sent by first-class mail. 

Furthermore, I don’t mean to imply that Merck Sharp & Dohme’s practices are 
particularly objectionable. Indeed, other companies abuse the postal subsidies 
much more. However, I tried to avoid singling out any particular company for 
censure, and therefore distributed the examples over many companies, so that no 
single company was made an example of more than one objectionable practice. 
(My supplementary statement, now in the committee’s hands, contains several 
other examples of objectionable mailed ads besides the four given originally.) 

For years, many of us in medical*education have been concerned over the 
abuses in drug promotion. Farsighted drug company executives, including the 
president of Merck, Sharp & Dohme, have recognized the need for some reform. 
I am convinced that in the long run, our objectives are the same: to remedy the 
abuses without hamstringing the ethical firms. We would have preferred to 
deal directly with the industry. However, virtually all our requests for volun- 
tary reform of these abuses have been ignored by the industry. I can prove this 
with documentary evidence (now in Washington). 

Despite the promotional abuses, we believe the ethical drug industry to be one 
of the greatest assets to humanity. Many of us have been considering the prob- 
lems of remedying the abuses without damaging the industry. All the recom- 
mendations which I made to the Senate were designed with this in view. 

Professor Ferguson has devoted a great deal of time to discussions with drug 
industry leaders about methods to remedy the situation. We are convinced that 
correction of promotional abuses can be done in such a way as to strengthen the 
economic structure of the pharmaceutical industry, and avoid excessive and 
burdensome Government controls. 

Since you are responsible for keeping the Merck, Sharp & Dohme advertising 
material accurate and factual, it may interest you to know that we think you 
have been very successful. In our drug advertising evaluation project, the 
students’ report gave Merck, Sharp & Dohme an A rating, signifying reliability in 
advertising claims. Only 11 firms were rated A by the students. in effect, the 
student group evaluating M. S. & D. told their classmates that they can trust 
M.S. & D. The effect of this may not be evident just yet, but in 3 years, when 
these students are writing prescriptions, we hope it will become more apparent. 
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I hope I have made clear the distinction. We have found M. 8. & D. to bea 
reliable firm, with accurate, honest advertsing claims. Nevertheless, I object, as 
an individual, to the volume of advertising, and as a citizen, I object to Govern- 
ment subsidization of this advertising. 

I hope we will have an opportunity to discuss these matters at greater length. 

Sincerely yours, 
SoLoMon Garp, M.D. 
x 





